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OFFICE  OF  THE  SPECIAL  ASSISTANT 
TO  THE  PRESIDENT  FOR  CONSUMER 
AFFAIRS,  THE  WHITE  HOUSE 

Background  Report  on  Executive 
Order  12264  on  Federal  Policy 
Regarding  the  Export  of  Banned  or 
Significantly  Restricted  Substances 

agency:  Office  of  the  Special  Assistant 
to  the  President  for  Consumer  Affairs. 

The  White  House. 

ACTION:  Background  Report. 

SUMMARY:  For  the  past  two  and  a  half 
years,  a  22-agency  working  group 
worked  on  the  development  of  a  Federal 
policy  regarding  the  export  of  hazardous 
substances  banned  or  signibcantly 
restricted  for  use  in  the  United  States. 

On  August  12, 1980,  the  working  group 
published  in  the  Federal  Register,  for 
public  comment,  its  draft  report.  (45  FR 
53754)  On  the  basis  of  comments 
received  from  the  public  and  from 
affected  agencies  as  well,  the  policy 
described  in  the  draft  report  was  refined 
and  submitted  to  the  President  in  the 
form  of  a  proposed  Executive  Order. 

On  January  15, 1981,  the  President 
signed  Executive  Order  12264, 
embodying  the  policy  recommendations 
developed  by  the  working  group.  The 
Executive  Order  was  published  in  the 
Federal  Register  of  January  19, 1981.  (46 
FR  4659) 

The  background  report  being 
published  today  is  based  on  the  draft 
report  published  on  August  12  of  last 
year.  It  is  intended  to  inform  the  public 
about  the  policy  considerations  that 
went  into  the  development  of  the 
Executive  Order,  to  describe  the 
statutory  context  against  which  the 
Order  was  prepared,  and  to  discuss  the 
procedures,  standards,  and  activities 
that  are  provided  for  in  the  Order. 

FOR  FURTHER  INFORMATION  CONTACT: 
Requests  for  additional  copies  of  this 
report,  or  questions  about  its  contents, 
should  be  directed  to  Kitty  Gillman, 
Council  on  Environmental  Quality,  722 
Jackson  Place,  N.W.,  Washington,  D.C. 
20006,  (202)  395-5780. 

Background  Report  on  the  Executive 
Order  on  Federal  Policy  Regarding  the 
Export  of  Banned  or  Significantly 
Restricted  Substances 

I.  Introduction 

The  Executive  Order  issued  by  the 
President  today  follows  a  two  and  a  half 
year  effort  by  a  Carter  Administration 
Working  Group  to  examine  and  improve 
Federal  policy  on  the  export  of 
hazardous  substances  which  are  banned 
or  whose  use  is  significantly  restricted 


in  the  United  States.*  The  catalyst  for 
this  effort  was  the  national  and 
,  international  controversy  over  U.S. 
exports  of  TRIS-treated  children’s 
sleepwear,  after  it  had  been  banned  for 
sale  in  the  United  States. 

The  export  of  TRIS-treated  sleepwear 
was  not  an  isolated  incident. 
Congressional  hearings  in  July  1978** 
pointed  out  numerous  instances  in 
which  American  firms  exported,  without 
restriction  on  the  part  of  the  U.S. 
government,  substances  that  had  been 
banned  or  strictly  limited  for  use  in  this 
country.  In  some  of  these  cases,  the 
risks  and  beneBts  of  using  the  exported 
products  in  the  importing  countries  may 
have  been  different  from  those  in  the 
United  States  due  to  differing  economic, 
social,  and  cultural  conditions. 

However,  in  most  instances,  there  was 
little  evidence  of  a  special  U.S. 
goverrunent  effort  to  share  with 
importing  countries  the  information 
which  had  led  the  United  States  to  ban 
or  strictly  limit  the  use  of  the  products, 
so  that  the  importing  countries  could 
make  their  own  informed  judgments. 

The  uiu'estrained  export  of  hazardous 
substances  by  U.S.  firms  raised 
questions  about  this  country’s  ethical 
responsibility  for  the  hazards  arising 
from  hazardous  exports,  questions  that 
have  important  implications  for  U.S. 
trade  and  foreign  relations.  One  result  of 
this  concern  was  that  in  1978  Congress 
amended  several  regulatory  acts  to 
provide  notification  to  importers  and/or 
to  the  government  of  the  importing 
nation  when  certain  banned  products 
are  exported  from  the  United  States. 

U.S.  manufacturers  have  a  strong 
stake  in  fostering  a  positive  attitude 
among  foreign  governments  and 
consumers  toward  products  bearing  the 
label  “Made  in  USA.”  Sale  abroad  of 
banned  products  tends  to  undermine 
foreign  confidence  in  American-made 
products.  Among  the  potential 
consequences  are  losses  in  export  trade 
and  thus  negative  effects  on  our  balance 


“The  Working  Group,  convened  by  Esther 
Peterson,  Special  Assistant  to  the  President  for 
Consumer  Adairs,  included  the  Departments  of 
State,  Agriculture,  Commerce,  Energy,  Health  and 
Human  Services  (Food  and  Drug  Administration), 
Justice,  Defense,  Labor,  Transportation,  and 
Treasury,  and  the  Environmental  Protection  Agency, 
Consumer  Product  Safety  Commission,  Export- 
Import  Bank.  Overseas  Private  Investment 
Corporation.  ACTION.  Agency  for  International 
Development,  Regulatory  Council.  Office  of 
Management  and  Budget,  Council  on  Environmental 
Quality,  Nuclear  Regulatory  Commission,  Office  of 
the  U.S.  Trade  Representative,  and  several  other 
Executive  offices.  Mrs.  Peterson  served  as  Chair  of 
the  Working  Group;  Robert  Harris,  Member  of  the 
Council  on  Environment  Quality  was  Co-Chair. 

* ‘Hearings  before  the  Subcommittee  on 
Commerce,  Consumer  and  Monetary  Affairs  of  the 
House  Committee  on  Government  Operations. 


of  payments,  and  possible  adverse  long¬ 
term  effects  on  foreign  markets. 

Uncontrolled  export  of  hazardous 
substances  also  tends  to  damage  our 
relations  with  foreign  countries. 
Importing  countries — ^generally  the 
poorer,  less  developed  nations  of  the 
world — ^have  urged  that  exporting 
countries  exercise  restraint  in  sending 
abroad  products  that  are  banned  for  use 
at  home  and  provide  full  information  on 
the  products’  effects.  UN  Environment 
Programme  resolutions  (formally  called 
decisions)  in  1977, 1978,  and  1980  asked 
nations  not  to  permit  export  of 
hazardous  substances  without  the 
knowledge  and  consent  of  the  importing 
countries.  To  these  countries,  a  U.S. 
government  policy  that  tolerates 
unrestrained  export  of  banned  products 
could  appear  callous  or  hostile  and  thus 
be  detrimental  to  .U.S.  foreign  policy 
interests. 

In  the  summer  of  1978,  the  Interagency 
Working  Group  was  established  to 
explore  the  nature  and  scope  of 
problems  related  to  the  export  of 
baimed  or  signiftcantly  restricted 
substances,  and,  if  appropriate,  to 
propose  a  government  policy  to  which 
all  Federal  agencies  would  subscribe. 
The  Executive  Order  is  based  upon 
recommendations  of  the  Working  Group. 

Definition  of  Banned  and  Significantly 
Restricted  Substances 

Careful  definition  of  terms  is 
necessary,  to  make  clear  what 
substances  should  be  considered  for 
purposes  of  a  policy  to  control  export  of 
banned  and  significantly  restricted 
substances.  The  Executive  Order 
generically  defines  these  substances  to 
mean  a  pesticide,  chemical,  food 
(including  meat,  meat  product,  or 
poultry),  food  additive,  drug,  cosmetic, 
medical  device,  electronic  product, 
biological  product,  color  additive,  or 
consumer  product  for  which  a  Federal 
agency  has  taken  any  of  the  following 
types  of  regulatory  actions  in  order  to 
protect  against  an  actual  or  potential 
threat  to  the  health  or  safety  of  the 
United  States  public  or  to  the 
environment: 

(1)  Final  rulemaking  or  adjudicatory 
action  (including  emergency  or  interim 
binding  action)  which  denies  or  revokes 
approval  for,  or  prohibits,  the 
manufacture,  production,  use,  or  sale  in 
the  United  States. 

(2)  Final  rulemaking  or  adjudicatory . 
action  (including  emergency  or  interim 
binding  action)  which  prohibits  or 
revokes  approval  of  most  significant 
uses  in  the  United  States. 

(3)  Withholding,  or  absence  of 
registration  or  approval  for  any 
substance  for  which  Federal  law 


Federal  Register  /  Vol.  46,  No.  15  /  Friday,  January  23,  1981  /  Notices 


7807 


requires  Federal  agency  registration  or 
approval  before  manufacture, 
production,  use,  or  sale  in  the  United 
States. 

A  more  detailed  definition  of  “banned 
and  significantly  restricted  substances,” 
in  which  the  substances  and  products 
covered  by  the  policy  are  defined  in 
terms  of  regulatory  action  under  certain 
sections  of  certain  statutes,  is  provided 
in  Section  VII. 

Certain  categories  of  products  were 
excluded  from  the  policy  because  of 
their  special  legislative  history  or 
because  of  the  special  problems  they 
raise:  alcohol,  tobacco,  and  Hrearms; 
military  weapons  and  equipment; 
narcotic  and  psychotropic  substances; 
and  nuclear  ^els.  Hazardous  non¬ 
nuclear  wastes  are  not  included  since 
another  effort  led  by  the  State 
Department  is  developing  a  policy  to 
deal  with  exports  of  these  wastes.  Also 
generally  excluded  from  consideration 
are  the  export  of  hazardous  production 
facilities,  and  U.S.  financial  assistance 
for  such  facilities.  Substances  which 
may  cause  hazardous  workplace 
conditions  are  included  in  parts  of  the 
policy. 

III.  Nature  and  Scope  of  the  Problem 

Since  there  are  only  limited  controls 
at  present  on  export  of  banned  and 
significantly  restricted  substances,  the 
government  has  no  mechanisms  for 
monitoring  or  valuing  such  exports. 
Further,  many  firms  resist  disclosure  of 
the  extent  or  destination  of  export 
products.  Some  of  them  consider  their 
marketing  plans  trade  secrets.  Thus,  no 
estimates  are  available  of  the  dollar 
value  of  such  substances  exported  from 
the  United  States. 

Virtually  unrestrained  export  is 
currently  allowed  for  many  substances 
banned  for  sale  in  the  United  States: 
certain  food  dyes:  cyclamate 
sweeteners;  and  drugs,  cosmetics,  and 
antibiotics  that  are  adulterated  or 
misbranded.  Other  banned  substances 
may  be  exported  provided  notice  is  sent 
to  the  importing  nation.  These  include 
most  CPSC  and  EPA-regulated  products. 
Finally,  a  few  classes  of  banned 
substances,  including  unapproved  drugs 
and  banned  medical  devices,  are 
categorically  prohibited  from  export. 

Several  examples,  drawn  firom 
Congressional  hearings  and  information 
provided  by  federal  agencies,  suggest 
suggest  the  nature  and  scope  of  the 
problem.  Some  of  the  examples  also 
suggest  the  complexity  of  controlling  the 
export  of  substances  which  the  United 
States  may  consider  too  hazardous  to 
use  but  which  other  coimtries,  with 
differing  needs  and  conditions,  may 
judge  differently. 


•  Complying  with  federal 
requirements,  U.S.  manufacturers 
treated  children’s  sleepwear  with  the 
chemical  flame-retardant  TRIS.  In  April 
1977,  after  the  carcinogenic  hazard  of 
the  substance  was  discovered  the 
Consumer  Product  Safety  Commission 
(CSPC)  baimed  domestic  sales  of  TRIS- 
treated  sleepwear.  According  to 
Congressional  testimony,  however, 
exports  of  the  garments  continued  for 
more  than  a  year.  Approximately  2.4 
million  pieces  valued  at  $1.2  million 
were  reported  to  have  been  shipped 
abroad.  Most  banned  consumer 
products  may  still  be  exported,  provided 
the  government  of  the  importing  country 
is  notified  of  the  shipment. 

•  In  March  1978,  the  Food  and  Drug 
Administration  (FDA)  issued  a  final  nile 
prohibiting  the  nonessential  uses  of 
certain  chlorofluorocarbons  (CFCs)  as 
propellants  in  self-pressurized 
containers  of  foods,  drugs  and 
cosmetics.  EPA  at  the  same  time 
prohibited  domestic  production, 
processing,  and  use  of  CFCs  (other  than 
those  covered  by  FDA)  for  nonessenti^l 
aerosol  propellant  use.  These  actions 
were  taken  because  chlorofluorocarbons 
may  deplete  stratospheric  ozone, 
leading  to  an  increase  in  skin  cancer, 
climatic  changes,  and  other  adverse 
biological  and  ecological  efiects.  EPA 
also  bcinned  the  processing  of  CFCs  into 
aerosols  for  export,  though  it  did  not 
ban  the  export  of  unprocessed  CFCs. 
Subsequently,  some  manufacturers 
requested  information  fi'om  FDA  as  to 
whether  or  not  is  was  legal  to  export 
cosmetics  (e.g.,  hair  sprays)  containing 
chlorofluorocarbons  as  propellants.  FDA 
advised  these  firms  that  shipping 
cosmetic  products  to  other  countries 
was  lawful  as  long  as  they  were  not 
prohibited  by  the  country  to  which  they 
are  shipped. 

•  The  very  powerful  and  very 
hazardous  pesticide,  Leptophos,  never 
^'egistered  by  EPA  for  domestic  use,  was 
manufactured  in  the  United  States 
principally  for  export.  According  to 
Congressional  testimony,  nearly  14 
million  pounds  was  exported  to  50 
countries  between  1971  and  1976.  In 
1971  and  1972  a  number  of  Egyptain 
farmers  were  found  to  be  suffering  from 
hallucinations  and  impairment  of  vision 
and  speech  after  using  Leptophos,  and 
1,200  water  buffalos  were  reported  to 
have  died  from  exposure  to  the 
pesticide. 

•  According  to  the  General 
Accounting  Office,  over  550  million 
pounds  of  pesticides  were  exported  fix>m 

,  the  United  States  in  1976.  Of  these 
exports,  approximately  30  percent  (more 
than  160  million  pounds)  were  pesticides 


whose  use  is  prohibited  in  the  United 
States.  This  includes  unregistered 
pesticides  which  contain  an  “active 
ingredient”  that  is  contained  in 
registered  products,  but  which  is  being 
exported  in  a  different  formulation; 
pesticides  for  which  registration  has 
never  been  sought;  and  pesticides  whose 
registration  has  been  cancelled, 
suspended,  or  denied.  Unregistered 
pesticides  may  lawfully  be  exported 
provided  that  the  product  is  labeled  as 
unregistered  (and  meets  other  labeling 
requirements)  and  that  importers  are 
notified  and  acknowledge  that  the 
pesticide  is  unregistered.  A  copy  of  the 
acknowledgement  is  sent  to  EPA  for 
transmittal  to  the  foreign  government. 

•  The  World  Health  Organization  has 
estimated  that  approximately  500,000 
human  poisonings,  including  about  5,000 
deaths,  are  attributable  to  pesticides 
each  year.  Many  of  these  are  due  to  use 
of  certain  classes  of  pesticides  which 
degrade  quickly  but  are  extremely  toxic 
when  applied.  EPA  has  established 
stringent  standards  for  the  training  and 
certification  of  individuals  wishing  to 
use  these  registered  pesticides  in  the 
United  States.  However,  the  U.S. 
exports  tens  of  millions  of  pounds  of 
these  pesticides  each  year  to  countries 
where  such  training  may  not  be  required 
and  warning  labels  may  not  be 
followed. 

•  Chloramphenicol  is  an  extremely 
potent  antibiotic  used  in  the  United 
States  only  against  typhoid  fever  and  a 
few  other  life-threatening  infections 
because  of  its  serious  potential  side 
effects,  such  as  aplastic  amenia.  The 
FDA  indicated  in  Congressional 
testimony  that  an  American  firm  had 
labelled  and  exported  it  to  Spanish¬ 
speaking  countries  as  suitable  for 
treatment  of  much  more  routine  diseases 
for  which  there  had  been  no 
substantiation  of  its  effectiveness, 
including  measles,  mumps,  and  chicken 
pox,  with  no  warnings  as  to  its 
dangerous  side  efiects. 

•  Depo-Provera,  a  drug  that  can  be 
used  legally  in  69  countries  (though  not 
in  the  United  States)  as  an  injectable 
contraceptive,  is  supplied  for 
contraception  by  an  American  drug  firm 
from  overseas  manufacturing  sites. 
According  to  FDA,  it  is  approved  for  use 
in  the  United  States  only  for  palliative 
treatment  of  endometrial  and  renal 
cancer,  because  animal  tests  have 
suggested  that  it  may  itself  be 
carcinogenic.  Currently,  it  may  not  be 
exported  for  contraceptive  use.  Some 
people  have  asked  for  U.S.  approval  of 
the  drug  as  a  contraceptive  so  its  cem  be 
used  in  AID  programs  for  population 
control. 
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Besides  the  concerns  about  health  and 
safety  effects  of  hazardous  substances 
exports  on  foreign  citizens,  effects  on 
our  own  citizens  are  also  a  cause  of 
concern.  Export  of  hazardous 
substances  can  have  a  direct  effect  on 
U.S.  citizens  by  more  than  one  route: 
through  adverse  effects  on  workers  in 
the  plant  where  the  product  is 
manufactured;  through  the  reimportation 
of  the  original  substances  or  their  traces 
or  derivatives;  through  the  illegal 
diversion  into  domestic  commerce  of 
restricted  products  originally  produced 
for  export;  or  through  transport  of 
hazardous  substances  back  to  this 
country  via  the  air  or  oceans.  The  world 
environment  itself  could  suffer  through 
release  of  hazardous  substances  to  the 
global  commons. 

A  General  Accounting  Office  report 
concluded  that  many  kinds  of  imported 
foods  may  be  contaminated  with 
pesticides  not  allowed  in  the  United 
States.  FDA  spot  checks  (examining 
about  1  percent  of  shipments)  of 
imported  raw  agricultural  commodities 
found  that  about  5  percent  of  the 
shipments  tested  in  1977  through  1979 
contained  residues  of  pesticides  for 
which  no  U.S.  tolerance  levels  exist. 
.According  to  the  GAO  report,  test 
"esults  showing  unacceptable  residue 
vels  are  sometimes  received  after  the 
om  tested  has  already  entered  the 
arketplace.  Moreover,  the  vast 
najority  of  imported  foods  enter  the 
United  States  with  no  testing  for  toxic 
residues.  Pesticides  banned  in  the 
United  States  but  used  in  other 
countries,  especially  nearby  coimtries 
like  Canada  and  Mexico,  can  also  travel 
by  water  or  air  to  enter  the  environment 
of  the  United  States. 

Several  factors  suggest  that  the 
problem  of  hazardous  substances 
exports  is  likely  to  increase  over  the 
next  several  years.  Growth  in  world 
population,  especially  in  developing 
countries,  will  put  a  strain  on  global 
resources.  Signihcant  health  and  food 
supply  problems  may  follow,  leading  to 
increased  foreign  demand  for  imported 
drugs,  pesticides,  and  other  potentially 
hazardous  products.  Moreover, 
continued  new  discoveries  of 
carcinogenic  and  other  damaging  effects 
of  many  substances  are  probable  over 
the  next  few  years.  In  some  cases, 
certain  firms  may  be  left  with  stocks  of 
materials  which  can  no  longer  be  sold  in 
the  United  States,  and  the  incentive  to 
recover  some  of  their  investment  by 
selling  the  products  abroad  may  be 
considerable. 


If  current  economic  trends  continue, 
exports  are  likely  to  increase.  In  1970, 
total  U.S.  exports  of  goods  and  services 
were  $62.5  billion  or  6.4  percent  of  gross 
national  product.  By  1978,  the 
percentage  had  risen  to  9.7  percent  and 
the  dollar  value  was  $205  billion.  Yet  the 
U.S.  balance  of  trade  has  generally 
deteriorated,  and  pressure  for  U.S.  firms 
to  increase  exports  has  mounted.  The 
National  Export  Policy  recommended  by 
the  President’s  National  Export  Policy 
Task  Force  provides  new  economic 
incentives  for  export.  Importing 
countries  may  improve  their  ability  to 
assess  the  effects  of  imports  and 


While  many  of  the  statutes  listed 
above  address  the  export  issue  in  some 
measure,  there  are  no  consistent 
principles  underlying  their  various 
mandates.  If  any  generalization  is 
warranted,  it  is  that  Congress  seems 
recently  to  have  moved  away  from 
extremes — complete  permissiveness  on 
the  one  hand  and  rigid  controls  on  the 
other — toward  a  middle  course  that  calls 
for  notification,  disclosure,  and,  in 
limited  circumstances,  bans  on  exports 
of  hazardous  substances  (see  Appendix 
A  for  more  information  on  the 
provisions  of  these  statutes). 

Since  the  mid-1970s.  Congress  has  put 
increasing  emphasis  on  notification  to 
the  receiving  country  of  the  export  of 
banned  and  significantly  restricted 
substances.  Such  notification  was 
required  by  the  Toxic  Substances 
Control  Act  of  1976  and  amendments  to 
four  existing  statutes  passed  in  1978  by 
the  95th  Congress.  These  amendment 
strengthened  existing  notification 
procedures  of  the  Federal  Insecticide, 
Fungicide,  and  Rodenticide  Act  and 
established  notification  requirements  for 
consumer  products  under  the  Consiuner 
Product  Safety  Act,  the  Flammable 
Fabrics  Act,  and  the  Federal  Hazardous 
Substances  Act.  Also,  Congress 


exclude  those  they  consider  damaging. 
Nevertheless,  it  appears  that  the 
problem  of  hazardous  substances 
exports  will  remain  serious. 

IV.  Existing  Statutory  Authority  and 
Procedures 

A.  Summary  of  Existing  Authority 

The  following  agencies  have  been 
directed  by  Congress  to  regulate  the 
domestic  manufacture,  use,  and 
introduction  in  interstate  commerce  of 
certain  products  or  substances  that  may 
involve  hazards  to  human  health  and 
the  environment. 


authorized  limited  discretionary  export 
banning  authority,  to  protect  U.S. 
consumers,  under  the  same  three  acts. 
These  recent  actions  suggest  that  there 
is  a  growing  concern  in  Congress  about 
the  effects  of  exports  of  hazardous 
sustances  on  foreign  citizens,  combined 
with  the  view  that  it  is  generally 
appropriate  for  countries  to  make  their 
own  judgments  about  their  needs  for 
hazardous  substances,  so  long  as  they 
are  adequately  informed. 

The  provisions  of  existing  statutes 
pertaining  to  export  of  substances  which 
are  banned  or  significantly  restricted  in 
the  United  States  are  of  five  general 
types,  although  some  statutes  fit  more 
than  one  category.  In  addition  there  are 
a  good  many  qualifications  and 
exceptions  in  the  laws.  As  the  following 
outline  shows,  the  regulatory  scheme  is 
complex. 

(1)  Substances  for  which  there  are  no 
export  limitations  or  for  which  exports 
must  be  in  accord  with  the  laws  of  the 
importing  nation 

Federal  Food,  Drug,  and  Cosmetic 
Act — adulterated  or  misbranded  foods 
(except  meat  and  poultry  subject  to 
controls),  cosmetics,  drugs,  and 
antibiotics. 


Agency  * 

Product  class 

Statute 

Consumer  Product  Safety 
Commission. 

Consumer  products . . . 

Consumer  Product  Safety  Act 

Household  chemical  substances,  e.g.,  if 
toxic,  corrosive,  flammable. 

Federal  Hazardous  Substances  Act 

Drug  Enforcement  Administration .. 
Environmental  Protection  Agency .. 

Drug  (narcotics  and  dangerous  drugs) . 

Pesticides . 

Controlled  Substar  js  Act 

Federal  Insecticides,  Fungicide,  and  Federal 
Food,  Drug,  and  Cosmetic  Act 

Food  and  Drug  Administration . 

Foods,  drugs,  cosmetics,  and  medical  de¬ 
vices. 

Biological  artd  electronic  products . 

Federal  Food,  Drug,  and  Cosmetic  Act. 

Public  Health  Service  Act 

Federal  Meat  Inspection  Act 

Poultry  Products  Inspection  Act 

Occupational  Safety  and  Health  Act. 

Occupational  Safety  and  Health 
Administration. 

Poultry . 

Workplace  hazards  and  workplace  equip¬ 
ment 

■The  Customs  Service  of  the  Treasury  Departmertt  assists  some  of  these  agencies  in  enforcement 
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Public  Health  Service  Act — 
noncomplying  electronic  products. 

Federal  Insecticide,  Fimgicide  and 
Rodenticide  Act — registered  pesticides 
composed  of  active  ingredients  for 
which  major  uses  have  been  cancelled 
or  suspended. 

(2)  Substances  for  which  notification  of 
the  importing  country  of  any  export  is 
required 

Federal  Insecticides,  Fungicide,  and 
Rodenticide  Act — pesticides  not 
registered  for  use  in  the  United  States. 

Toxic  Substances  Control  Act — 
certain  regulated  chemical  substances. 

Consumer  Product  Safety  Act — 
consumer  products  which  are  banned  or 
do  not  meet  federal  safety  standards. 

Flammable  Fabrics  Act — fabric-type 
products  which  do  not  conform  to 
federal  safety  standards.  . 

Federal  Hazardous  Substances  Act — 
toxic,  flammable,  corrosive  and 
otherwide  hazardous  products,  including 
children’s  articles  which  fail  to  meet 
federal  requirements. 

(3)  Substances  for  which  prior  approval 
by  the  importing  country  must  be  sought 

Federal  Food,  Drug,  and  Cosmetic 
Act — ^unapproved  medical  devices’  and 
investigational  drugs.  ^ 

(4)  Substances  for  which  an  agency  can 
ban  exports  if  there  is  a  risk  to  health  or 
the  environment  of  the  United  States 

Toxic  Substances  Control  Act — 
chemical  substances  ^ 

Consumer  Product  Safety  Act — 
consumer  products  * 

Flammable  Fabrics  Act — fabric- type 
products^ 

Federal  Hazardous  Substances  Act — 
household  chemicals* 

(5J  Substances  for  which  there  is  a  total 
ban  on  export 

Federal  Food,  Drug,  and  Costmetic 
Act — unapproved  new  drugs,® 
unapproved  new  animal  drugs 

Public  Health  Service  Act — 
unapproved  biological  products  (serums, 
vaccines,  etc.) 


'  Non-complying  banned  products  cannot  be 
exported  unless  the  HHS  Secretary  determines  that 
export  is  not  contrary  to  public  health  and  safety 
and  the  foreign  government  approves  of  the  export. 

'Export  is  permitted  if  requested  by  the  foreign 
government. 

'Banning  is  authorized  if  the  exported  product 
presents  an  unreasonable  risk  of  injury  to  health 
within  the  U.S.  or  to  the  environment  of  the  U.S. 

'Banning  is  authorized  if  exported  product 
presents  an  unreasonable  risk  of  injury  to 
consumers  within  the  US. 

'A  bill  (S.  1075)  has  passed  the  Senate  which 
would  allow  export  if  the  approval  of  the  importing 
country  were  obtained  and  the  HHS  Secretary 
determined  that  the  export  would  not  be  contrary  to 
public  health. 


Meat  Inspection  Act — meat  failing  to 
meet  U.S.  quality  standards  (except  for 
preservation) 

Poultry  Products  Inspection  Act — 
poultry  failing  to  meet  U.S.«standards. 

A  more  detailed  summary  of  the 
authority  contained  in  the  various 
regulatory  statutes  for  each  product 
appears  in  Appendix  A. 

It  is  not  surprising  that  the  export 
provisions  of  the  various  regulatory 
statutes  are  not  consistent  in  their 
treatment  of  the  export  hazardous 
substances.  First,  these  laws  were 
enacted  over  a  period  of  40  years.  In 
addition,  considering  the  different 
hazards  involved  in  the  various  product 
categories,  the  various  circumstances  in 
which  the  products  are  shipped,  and  the 
different  conditions  of  use  of  the 
products,  some  variation  in  the 
treatment  of  different  products  is 
perhaps  warranted. 

This  is  not  to  say  that  more 
consistency  in  the  treatment  of 
hazardous  substance  exports  is  not 
desirable  or  achievable.  For  example, 
where  federal  agencies  provide 
notification  of  export  to  a  foreign 
government,  it  is  desirable  to 
systematize  the  procedures  to  assure 
more  regularity  in  the  process. 
Additional  steps,  included  in  the 
Executive  Order  and  described  later  in 
this  report,  will  make  product  hazard 
information  and  data  more  readily 
available  and  accessible.  Finally,  there 
are  some  circumstances,  also  discussed 
afterward,  under  which  any  export  of  a 
banned  or  significantly  restricted 
substances  may  be  undesirable  and  not 
in  the  national  interest. 

In  addition  to  the  laws  regulating 
specific  products  or  practices,  two 
additional  authorities  are  relevant  to 
export  policy. 

First,  the  ^port  Administration  Act 
of  1979  (Pub.  L  96-72)  authorizes  the 
President  to  use  export  controls  to 
restrict  the  export  of  goods  and 
technology  where  such  export  might 
prove  detrimental  to  the  national 
security  of  the  United  States;  restrict 
export  where  necessary  to  prevent  the 
excessive  drain  of  scarce  materials  from 
the  United  States  or  to  reduce  the 
serious  inflationary  impact  of  foreign 
demand;  and  restrict  export  where 
necessary  to  further  significantly  the 
foreign  policy  of  the  United  States  or  to 
fulfill  its  declared  international 
obligations.  This  recently  enacted 
statute  extends  and  revises  the  Export 
Administration  Act  of  1969. 

Second.  Executive  Order  No.  12114, 
issued  by  President  Carter  on  January  4, 
1979,  requires  that  agencies  analyze  the 
environmental  effects  aboard  of  certain 
types  of  major  Federal  actions  that  may 


significantly  affect  the  environment. 

This  analysis  helps  guide  decisions  by 
the  responsible  agency  officials. 

However,  the  grant  or  denial  of  an 
export  license  under  the  Export 
Administration  Act  is  not  considered  a 
major  Federal  action  for  the  purposes  of 
Executive  Order  No.  12114. 

B.  Present  Export  Procedures 

Present  agency  procedures  dealing 
with  the  export  of  hazardous  substances 
may  be  described  in  two  categories:  (1) 
procedures  to  implement  specific  control 
authorities  and  (2)  mechanisms  to 
promote  international  cooperation  in  the 
analysis  and  exchange  of  hazard  data 
and  to  develop  common  approaches  to 
regulation. 

1.  Procedures  to  Implement  Existing 
Control  Authority 

Most  agencies  have  in  place 
administrative  procedures  which  could 
be  adapted  to  carrying  out  a  more 
consistent  export  policy  for  banned  and 
severely  restricted  hazardous 
substances.  This  is  particularly  true  of 
agencies  with  long  established 
responsibilities  in  the  export  area.  The 
Commerce  Department  has  well 
established  procedures  for  imposing 
export  controls  for  the  various  purposes 
specified  in  the  Export  Administration 
Act.  The  State  Department  has  formal 
procedures  for  the  cases  where  it  is 
required  by  statute  to  transmit 
notifications  regarding  hazardous 
exports  fiom  U.S.  regulatory  agencies  to 
foreign  governments.  Customs  has  long- 
established  procedures  for  controlling 
the  entry  of  goods  into  international 
commerce,  such  as  checking  for  required 
export  licenses  and  documents,  which 
could  be  adopted  to  the  needs  of  an 
export  policy  for  banned  and  severely 
restricted  hazardous  products.  FDA  has 
in  place  under  its  various  statutory 
authorities  procedures  for  approving 
exports,  as  well  as  for  notifying  foreign 
governments  of  significant  regulatory 
decisions  and  changes  in  statutes  or 
regulatory  approaches.  In  the  case  of 
agencies  with  new  statutory 
authorities — EPA  for  the  Toxic 
Substances  Control  Act  and  Federal 
Insecticide.  Fungicide,  and  Rodenticide 
Act  and  CPSC  for  the  various  laws  it 
administers — new  formal  procedures  are 
largely  in  place.  Final  regulations  for 
carrying  out  notification  for  CPSC- 
regulated  products  appeared  in  the 
Federal  Register  on  August  8. 1980.  A 
policy  statement  regarding  notification 
under  FIFRA  appeared  in  the  Federal 
Register  on  July  28. 1980.  EPA  published 
final  rules  covering  export  notices  for 
PCBs,  CFCs,  asbestos  and  dioxins  (the 
four  substances  regiilated  under  TSCA 
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so  far),  and  for  all  substances  regulated 
under  TSCA  so  far),  and  for  all 
substances  regulated  under  TSCA  in  the 
future,  on  December  16, 1980. 

2.  Existing  Programs  to  Foster 
International  Exchange  of  Hazard  Data 
and  Consistent  Approaches  ta 
Regulation  and  Export  of  Hazardous 
Substances 

The  U.S.  government  is  participating 
in  several  programs  to  promote 
international  cooperation  on  control  of 
hazardous  substances  and  their  export. 
The  programs  seek  to  improve  exchange 
of  information,  to  broaden 
understanding  of  common  regulatory 
issues,  and  to  develop  consistent 
approaches  where  feasible. 

The  locus  and  subjects  of  such 
international  intitiatives  include: 

•  Organization  for  Economic 
Cooperation  and  Development  (OECD): 
exchange  of  information  on  regulation  of 
pesticides  and  other  toxic  chemicals; 
development  of  consistent  testing 
methods  and  control  practices  for 
chemicals;  possible  controls  over  the 
export  of  unsafe  consumer  goods;  study 
of  export  policy  needs  for  chemicals. 

•  United  Nations  General  Assembly 
(UNGA):  Resolution  requesting  the 
Secretary  General  in  cooperation  with 
the  United  Nations  agencies  and  bodies 
concerned,  especially  the  World  Health 
Organization,  to  assist  governments  to 
exchange  information  on  banned 
hazardous  chemicals  and  unsafe 
pharmaceutical  products.  A  report  is  to 
be  submitted  to  the  General  Assembly 
at  its  36th  (1981)  session,  through  the 
Economic  and  Social  Council  about  the 
experience  of  Members  States  and 
United  Nations  agencies  and  bodies 
concerned. 

•  United  Nations  Environment 
Programme  (UNEP):  resolutions  calling 
for  strong  and  consistent  policies 
governing  hazardous  substances 
exports:  development  of  an  International 
Registry  of  Potentially  Toxic  Chemicals 
(IRPTC)  to  serve  as  a  data  clearinghouse 
for  all  information  generated  on 
potentially  toxic  substances. 

•  World  Health  Organization  (WHO, 
a  UN  body):  dissemination  of 
methodologies  to  study  the  human 
health  effects  of  chemicals  and  evaluate 
risks;  development  of  environmental 
health  criteria  for  various  toxic 
substances;  intergovernmental 
cooperation  on  international  health 
matters. 

•  Food  and  Agricultural  Organization 
(FAO,  a  UN  body):  consultation  on 
assessing  environmental  hazards  of 
pesticides  and  on  developing  consistent 
requirements  for  pesticide  registration. 


•  Codex  Alimentarius  Commission 
(independent  UN  body  established  by 
WHO  and  FAO):  establishment  of 
international  maximmn  residue  limits 
for  pesticides  in  foods,  to  be  adopted  by 
member  countries. 

•  International  Labor  Organization 
(ILO):  a  global  occupational  safety  and 
health  hazard  alert  system. 

•  The  UN  Committee  of  Exports  on 
the  Transport  of  Dangerous  Goods: 
development  of  reconunendations 
regarding  classification,  labeling,  and 
packaging  of  hazardous  materials  during 
transport. 

•  Multinational  agreements:  an 
example,  is  the  Tri-Partite  Pesticide 
Agreement  among  the  U.S.,  U.K.,  and 
Canada. 

U.S.  participation  in  international 
programs  takes  on  still  more  importance 
as  the  United  States  implements  a 
strong  hazardous  substances  export 
policy.  The  “International  Efforts” 
Section  VI,  below,  describes  the 
provisions  included  in  the  Executive 
Order  and  recommendations  by  the 
Working  Group  for  strengthened 
international  efforts. 

V.  Policy 

This  section  identifies  the 
considerations  that  were  weighed  in 
arriving  at  a  hazardous  substances 
export  policy  and  discusses  how  the 
policy  balances  those  considerations. 

A.  Policy  Considerations 

The  Executive  Order  establishes  a 
consistent,  practical  Federal  policy  to 
govern  the  export  of  banned  and 
significantly  restricted  substances.  It 
takes  the  following  considerations  into 
account: 

(1)  As  a  nation  exporting  banned  and 
significantly  restricted  substances,  the 
United  States  has  a  moral  obligation  to 
recognize  and  assist  in  controlling  the 
potential  effects  of  these  substances  on 
the  health  and  safety  of  citizens  abroad 
and  on  the  world  environment. 

(2)  Nations  differ  substantially  in  their 
economic  and  cultural  conditions  and  in 
their  use  of,  and  need  for,  hazardous 
substances.  It  is  difficult  for  one  nation 
to  make  decisions  on  the  acceptability 
of  risks  for  another  nation.  Such 
assessments  require  extensive 
information  regarding  economic, 
political,  and  social  conditions  which 
U.S.  regulatory  agencies  do  not  have 
and  cannot  readily  obtain. 

(3)  U.S.  relations  with  other  countries 
could  be  harmed  by  unrestrained  export 
of  substances  which  are  banned  or 
significantly  restricted  in  the  United 
States. 

(4)  The  unrestrained  export  of 
hazardous  products  could  undermine 


confidence  of  foreign  buyers  in  U.S.- 
made  goods,  and  could  jeopardize  their 
sale  abroad. 

(5)  Excessively  restrictive  limitations 
on  the  export  of  products  which  a 
foreign  country  may  decide  it  needs 
could  place  U.S.  firms  at  a  competitive 
disadvantage  and  harm  U.S.  relations 
with  the  government  of  that  country. 

(6)  Excessively  restrictive  limitations 
could  also  place  significant  economic 
burdens  on  the  U.S.  economy,  including 
adverse  effects  on  the  balance  of  trade 
and  payments,  on  output  and  jobs,  and 
perhaps  on  domestic  competition  (if 
smaller  firms  suffer  disproportionately  • 
from  reduced  ability  to  compete  in 
foreign  markets). 

(7)  An  export  policy  should  be 
administratively  simple  and  inexpensive 
to  implement,  and  should  recognize  the 
complexities  of  international  commerce. 

(8)  The  United  States  should 
encourage  and  participate  actively  in 
international  initiatives  to  develop 
consistent  policies  for  hazardous 
substance  exports,  and  for  the  sharing  of 
data,  analysis,  and  information.  The 
effectiveness  of  unilateral  United  States 
action  could  be  substantially  diminished 
if  foreign  facilities  or  firms  were  to 
become  alternative  suppliers  of 
substances  which  U.S.  policies  seek  to 
control. 

(9)  The  United  States  should  attempt 
to  protect  American  citizens  against  the 
dangers  to  their  health  and  safety  of 
importing  hazardous  substances  and 
their  derivatives  or  residues,  and  of 
damage  to  the  world  environment. 

B.  Elements  of  the  Policy 

The  policy  upon  which  the  Executive 
Order  is  based  includes  the 
considerations  listed  above  and  also 
recognizes  and  uses  the  expertise  of 
individual  regulatory  agencies.  The 
policy  relies  on  existing  statutory 
authority  and  is  further  implemented 
through  the  Order.  The  Order  sets  forth 
the  minimum  requirements  that  all 
agencies  are  obligated  to  meet.  Agencies 
are  expected  to  adopt  more  stringent 
requirements  where  required  by  statute 
or  where  authorized  and  appropriate  for 
the  types  of  hazards  within  their 
jurisdiction. 

(1)  Hazard  Notification 

In  most  circumstances  the 
international  responsibilities  of  the 
United  States  can  be  met  by  an  effective 
hazard  notification  system.  Existing  law 
requires  notification  tied  to  actual 
shipment  (either  first  shipment  of  the 
year  or  shipment-by-shipment)  or  intent 
to  export  for  most  categories  of  products 
included  in  this  policy.  Exceptions 
include  foods  and  cosmetics  which  are 
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adulterated  or  misbranded;  radiation- 
emitting  electronic  products  which  do 
not  meet  FDA  healdi  and  safety 
standards;  approved  drugs  and 
antibiotics  which  do  not  meet  FDA 
quality  control  standards;  and  registered 
pesticides  made  from  active  ingredients 
for  which  major  uses  have  been 
suspended  or  cancelled  in  the  United 
States. 

Most  of  the  laws  requiring 
notification,  including  those  contained 
in  the  Consumer  Product  Safety  Act,  the 
Federal  Hazardous  Substances  Act,  the 
Flammable  Fabrics  Act,  and  the  Federal 
Insecticide,  Fungicide,  and  Rodenticide 
Act,  are  just  2  years  old;  some  of  the 
regulations  implementing  them  are  very 
recent.  The  notification  schemes  in  the 
various  laws  differ  in  terms  of  timing, 
frequency,  and  content  of  the  notice, 
and  experience  with  them  is  minimal. 
Accordingly,  the  Working  Group  was 
not  able  at  this  point  to  recommend  the 
best  scheme  for  notification. 

The  Working  Group  did  not 
recommend  any  changes  in  existing  law 
at  this  time.  It  is  suggested  that,  as  we 
gain  experience  with  the  requirements 
of  present  laws,  an  assessment  be  made 
of  the  laws’  e^ectiveness,  any  important 
omissions  they  may  have  left,  and  any 
burdens  they  may  impose.  The 
Executive  Branch  may  want  to  work 
with  Congress  to  determine  whether 
notification  requirements  should  be 
imposed  where  they  are  not  now 
required  and  whether  existing 
notification  requirements  should  be 
modified. 

Notification  systems  are  intended  to 
allow  a  foreign  government  to  decide  for 
itself  whether  the  potential  benefits  of  a 
substance  are  worth  the  anticipated 
risks  and  detriments.  With  this 
knowledge,  a  foreign  government  is  in  a 
position  to  limit  the  importation  of  a 
particular  hazardous  substance  or  take 
other  measures  to  protect  its  citizens,  if 
it  decides  any  of  these  limitations  or 
measures  are  in  its  national  interest. 

There  is  a  need  for  greater  procedural 
uniformity  in  the  notification  process  as 
used  by  Federal  agencies.  It  will  be 
more  efifective  and  more  efficient,  for  the 
United  States  and  for  other  countries,  to 
establish  an  official  government-to- 
govemment  contact  for  transmission  of 
information  concerning  hazardous 
substances. 

The  Executive  Order  designates  the 
State  Department  as  the  official  conduit 
of  notifications  concerning  exports  of 
banned  and  significantly  restricted 
hazardous  substances  for  all  Federal 
agencies.  This  designation  is  consistent 
with  the  Department’s  role  as  official 
U.S.  representative  to  foreign 
governments.  Each  agency  will  list  for 
the  State  Department  its  own  offices 


and  people  to  be  contacted  if  a  foreign 
government  wants  further  information 
about  regulatory  actions  or  hazardous 
substances  risks.  Agencies  will  also 
work  with  the  Department  to  identify 
their  opposite  numbers  in  foreign 
governments,  to  receive  notifications 
and  to  serve  as  points  of  contact.  The 
State  Department  will  transmit 
notifications  to  the  U.S.  embassy  in  the 
country  in  question  and  may  also 
transmit  them  to  the  country’s  embassy 
in  the  United  States.  U.S.  embassies  in 
foreign  countries  will  keep  on  file  copies 
of  notifications  transmitted  to  host 
governments  for  a  period  of  one  year.  If 
a  foreign  government  is  asked  under  any 
existing  notification  system  to  respond 
to  a  notice,  that  response  will  be 
transmitted  through  the  State 
Department  to  the  relevant  U.S. 
regulatory  agency. 

Individual  agencies  will  still  be  free  to 
communicate  directly  with  their 
counterparts  in  a  foreign  government  if 
they  wish,  and  will  of  course  do  so 
where  required  to  by  law. 

In  addition  to  greater  uniformity  in 
procedure,  it  is  also  desirable  to  achieve 
greater  uniformity  in  the  content  of  the 
notices  sent  to  foreign  governments. 
Under  the  Executive  Order,  the 
information  to  be  provided  by  the  State 
Department  to  the  foreign  government 
will  include,  at  a  minimum: 

(a)  The  name  of  the  hazardous 
substance  to  be  exported; 

(b)  A  concise  summary  of  the  agency’s 
regulatory  actions  regarding  that 
substance,  including  the  statutory 
authority  for  such  actions  and  the 
timetable  for  any  further  actions  that  are 

(c)  A  concise  summary  of  the 
potential  risks  to  human  health  or  safety 
or  to  the  environment  that  are  the 
grounds  for  the  agency’s  actions. 

In  addition,  to  the  exent  deemed 
appropriate  by  the  agency  with 
jurisdiction,  copies  of  additional 
documents  may  be  forwarded  to  a 
foreign  country  to  assist  that  country  in 
its  assessment  of  the  risks  associate 
with  the  substance.  Trade  secrets  or 
other  confidential  commercial  or 
financial  information  will  not  be  sent  to 
a  foreign  government  unless  authorized 
or  required  by  existing  law  (including 
statutes  and  regulations).  Agencies  will 
keep  on  file  any  supplemental  materials 
forwarded  to  importing  countries  and,  to 
the  extent  permitted  by  law,  disclose 
them  to  the  public  upon  request. 

(2)  Annual  Summary 

As  a  complement  to  the  notification 
scheme  that  is  already  in  effect,  the 
Executive  Order  requires  the 
preparation  and  distribution  of  a  report 
which: 


(a)  Siunmarizes  all  final  regidatory 
actions  of  the  types  described  in  Section 
VII  ‘  that  were  taken  by  federal  agencies 
by  the  end  of  the  previous  calendar  year 
(including  those  antedating  that 
calendar  year  but  continuing  in  force) 
and  that  are  of  significant  international 
interest; 

(b)  Summarizes  all  proposed 
regulatory  actions  of  the  types  described 
in  Section  VII  ®  that  were  pending  before 
agencies  at  the  end  of  the  previous 
calendar  year  and  that  are  of  significant 
international  interest  (proceedings 
preliminary  to  issuance  of  a  proposed 
rule,  such  as  issuance  by  EPA  of  a 
Rebuttable  Presumption  Against 
Registrations,  would  not  be  included); 
and 

(c)  indicates  generally  what  kind  of 
additional  information  is  available  with 
respect  to  each  of  these  final  or 
proposed  regulatory  actions  and  how 
the  information  may  be  obtained. 

The  report  will  also  include 
information  on  some  substances  that  are 
generally  permitted  for  use  in  the  United 
States,  subject  to  conditions  or 
restrictions  based  on  potential  risks  to 
human  health  or  safety  or  the 
environment.  For  example,  the 
Occupations!  Satety  and  Health 
Administration,  under  the  Occupational 
Safety  and  Health  Act,  issues  health 
standards  that  set  maximum  workplace 
exposure  levels  for  certain  chemicals 
and  other  substances,  and  establishes 
other  requirements  for  worker 
protection.  Similarly,  the  Environmental 
Protection  Agency  issues  regulations 
governing  the  use  of  some  pesticides. 
Such  regulations  should  be  included  in 
the  Annual  Summary  when  they  are 
likely  to  be  of  interest  to  other  coimtries 
in  protecting  against  similar  hazards. 

The  report  will  be  compiled  by  the 
Regulatory  Council  and  distributed  by 
the  State  Department  to  appropriate 
foreign  officials  and  to  public  and 
private  international  organizations.  (The 
latter  includes  such  organizations  as  the 
UN  Environment  Programme,  OECD, 
FAO,  World  Health  Organization  and 
the  ILO.)  Each  agency  will  provide  the 
Regulatiory  Council  with  the 
information  requested  in  a  standard 
format  and  on  a  timetable  determined 
by  the  Regulatory  Council.  The  report 
will  also  be  published  in  the  United 
States  in  the  Federal  Register. 

The  aimual  summary  will  serve 
several  important  purposes.  It  will 
compile  in  one  up-to-date  document  a 
summary  of  U.S.  regulatory  actions 
banning  or  significantly  restricting  the 


*  Information  on  unregistered  pesticides  would  be 
included  in  the  Annual  Report  only  if  EPA  cancels 
or  denies  registration  or  if  a  tolerance  is  denied  or 
repealed. 
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manufacture,  production,  use,  or  sale  of 
hazardous  substances.  It  will  inform 
foreign  governments  of  regulatory 
actions  the  previous  year  that  were  not 
included  in  the  last  annual  report,  and 
for  which  some  governments  will  not 
have  received  a  shipment  notification.  It 
will  also  give  foreign  governments 
notice  of  prospective  regulatory  actions 
so  they  can  monitor  the  progress  of  a 
proceeding  if  they  so  desire  (the  nature 
and  function  of  proposed  rules  will,  of 
course,  be  explicitly  described]. 
Furnished  with  this  information,  a 
foreign  government  will  able  to  take 
regulatory  action  it  deems  appropriate 
at  the  same  time  that  U.S.  regulatory 
action  takes  place.  The  report  will  also 
list  people  and  offices  in  the  United 
States  to  approach  for  discussions  of 
hazards  of  particular  substances.  The 
summary  will  also  serve  as  a  “hazard 
alert”  for  foreign  governments  on 
products  that  it  may  be  importing  from 
other  countries. 

(3)  Export  Control 

In  general,  the  responsibilities  of  the 
United  States  concerning  the  export  of 
hazardous  substances  will  be  fulfilled  in 
most  cases  through  notification.  There 
are  a  few  limited  circumstances, 
however,  where  additional  safeguards 
are  needed  to  assure  good  and  stable 
relations  with  other  nations  in  the  world 
community.  If  the  United  States  does  not 
exercise  special  viligance  over  the 
export  of  certain  extremely  hazardous 
banned  or  significantly  restricted 
products  which  represent  a  substantial 
threat  to  human  health  or  safety  or  the 
environment,  our  economic  and 
liplomatic  ties  with  other  countries 
could  be  jeopardized.  Citizens  and 
governments  of  foreign  countries 
;  eceiving  these  products  directly,  or 
being  adversely  affected  indirectly  as 
i.mocent  bystanders,  may  develop 
increasingly  hostile  attitudes  towards 
this  country  and  its  products. 

As  indicated  in  Section  IV,  existing 
law  already  prohibits  the  export  of  some 
substances  in  particular  circumstances. 
Another  mechanism  that  can  be  used  to 
prohibit  hazardous  exports  where  such 
exports  would  prove  detrimental  to  the 
foreign  policy  interests  of  the  United 
States  is  the  Export  Administration  Act 
of  1979  (Pub.  L.  No.  9&-72,  93  Stat  503,  50 
U.S.C.  App.  2401  et  seq.  (the  Act}).  The 
Act  authorizes  the  President  to  “*  *  * 
prohibit  or  curtail  the  exportation  of  any 
goods,  technology,  or  other  information 
subject  to  the  jurisdiction  of  the  United 
States  or  exported  by  any  person 
subject  to  the  jurisdiction  of  the  United 
States  to  the  extent  necessary  to  further 
significantly  the  foreign  policy  of  the 
United  States  or  to  fulfill  its  declared 


international  obligations."  (Sec.6  (a)  (!]]. 
The  authority  contained  in  this 
subsection  is  to  be  exercised  by  the 
Secretary  of  Commerce,  in  consultation 
with  the  Secretary  of  State  and  such 
other  departments  and  agencies  as  the 
Secretary  considers  appropriate,  and  is 
to  be  implemented  by  means  of  export 
licenses  issued  by  the  Secretary. 

The  Export  Administration  Act  of  1979 
•is  the  successor  statute  to  the  Export 
Administration  Act  of  1969.  By 
memorandum  dated  January  30, 1979, 
Deputy  Assistant  Attorney  General, 
Office  of  Legal  Counsel,  Leon  Ulman 
advised  the  Department  of  Commerce 
tliat  the  1969  statute  gave  the  President 
authority  to  control  exports  of 
hazardous  substances  for  foreign  policy 
purposes.  On  January  9, 1980,  the 
Working  Group  inquired  as  to  whether 
this  authority  was  modified  in  the  1979 
statute.  Deputy  Assistant  Attorney 
General  Ulman  advised  the  Working 
Group,  by  memorandum  dated  April  11, 
1980,  that  the  President  may  control  the 
export  of  hazardous  substances  to 
further  significantly  the  foreign  policy  of 
the  United  States  under  the  1979 
statute.'' 

The  Executive  Order  provides  that,  in 
very  few  instances  for  certain  extremely 
hazardous  prohibited  and  significantly 
restricted  products  and  substances,  the 
Secretary  of  Commerce  may  require  a 
validated  export  license.  Export  controls 
will  be  limited  to  extremely  hazardous 
substances  *  which  represent  a 
substantial  tlireat  to  human  health  or 
safety  or  to  the  environment;  the  export 
of  which  would  cause  clear  and 
significant  harm  to  the  foreign  policy 
interests  of  the  United  States:  and  for 
which  export  licenses  would  be  granted  ‘ 
only  in  exceptional  cases. 

The  products  on  which  such  export 
controls  may  be  imposed  will  be  chosen 
in  the  following  manner.  First,  the 
appropriate  regulatorj'  agencies  will 
prepare  lists  of  substances,  products, 
and  class  of  substances  or  products 
which  have  been  banned  or  significantly 
restricted  in  the  United  States  under  the 
specific  statutory  authorities  listed  in 
Section  VII.  These  prohibited  and 


’By  memorandum  dated  November  1.3, 1980, 
Deputy  Assistant  Attorney  General  Ulman,  advised 
Joseph  Onek,  Deputy  Counsel  to  the  President,  that 
the  seven  statutes  providing  for  regulation  of 
products  and  substances  covered  by  this  policy  do 
not  limit  the  President’s  authority  under  the  Export 
Administration  Act  to  control  export  of  hazardous 
substances  for  foreign  policy  purposes. 

'The  determination  as  to  whether  a  praticular 
substance  is  an  extremely  hazardous  substance  will 
be  made  by  the  agency  primarily  responsible  for 
regulating  the  substance  on  the  basis  of  the  record 
compiled  in  connection  with  a  regulatory  action 
taken  by  that  agency  concerning  that  substance. 
This  determination  would  not  require  an  additional 
regulatory  proceeding. 


restricted  substances,  with  the 
exception  of  certain  unapproved 
products  *  and  “medicines  and  medical 
supplies"  as  that  phrase  is  used  in 
Section  6(f}  of  the  Act will  constitute 
the  universe  from  which  those 
substances  to  be  subjected  to  export 
controls  may  be  chosen.  No  substance 
which  is  not  already  prohibited  or 
significantly  restricted  for  use  in  the 
United  States  will  be  considered  for 
export  controls  under  this  policy. 

Next,  these  lists  of  substances  and 
products  will  be  brought  before  an 
interagency  task  force  chaired  by  the 
State  Department  and  composed  of  the 
Department  of  Commerce,  the 
Environmental  Protection  Agency,  the 
Consumer  Product  Safety  Commission, 
the  Food  and  Drug  Administration,  and 
the  Office  of  the  U.S.  Special  Trade 
Representative.  The  State  Department, 
as  chair  of  the  task  force  may  invite 
representatives  of  other  Federal 
agencies  as  well  to  participate  from  time 
to  time  in  the  work  of  the  task  force. 

This  task  force  will  advise  the  State 
Department  as  to  which  of  the  listed 
substances  should  be  considered 
candidates  for  inclusion  on  the 
Commodity  Control  List.  The  task  force 
will  be  mindful  of,  and  give  the  strictest 
interpretation  to,  the  provisions  of  the 


'Pesticides  for  which  registration  has  never  been 
sought  will  not  generally  be  included  in  the  universe 
of  products  since  U.S.  regulatory  agencies  will  not 
necessarily  posse.ss  any  test  data  on  their  health  or 
safety  ramifications.  However,  pesticides  for  which 
a  tolerance  has  been  denied  or  repealed  will  be 
included  in  the  universe  for  the  purpose  of 
consideration  for  export  controls.  In  this  way,  an 
unregistered  pesticide  may  be  placed  on  the  list  for 
consideration.  For  example,  the  unregistered 
pesticide  Leptophos  would  appear  on  the  list  (v/ere 
it  still  being  manufactured],  because  EPA  denied  a 
tolerance  for  residues  on  foods  (under  authority  of 
Sec.  408  of  the  Federal  Food,  Dreg,  and  Cosmetics 
Act).  Existing  law  already  prohibits  the  export  of 
new  drugs  and  new  animal  drugs  Present  law  also 
prohibits  the  export  of  certain  medical  devices 
unless  the  Secretary  of  Health  and  Human  Services 
has  determined  that  the  export  is  not  contrary  to 
public  health  and  safety  and  has  the  approval  of  the 
country  to  which  the  device  is  intended  for  export. 

"Export  controls  will  not  be  applied  to  medicines 
and  medical  supplies  which  are  excluded  from  such 
controls  by  the  Export  Administration  Act.  Deputy 
Assistant  Attorney  General  Ulman  advised  the 
Working  Group  by  memorandum  dated  November 
13, 1980,  that  the  President  is  given  great  discretion 
and  flexibility  under  the  EAA  in  defining  the  scope 
of  this  exclusion:  “In  the  absence  of  a  definition 
specially  confining  this  general  authority,  the 
President  may  utilize  his  authority  to  the  utmost 
extent  and  identify  the  contours  of  the  (medicine  or 
medical  supplies)  exclusion  subject  only  to  the 
limitations  imposed  by  humanitarianism  suggested 
by  the  concept  of  basic  human  needs."  Given  this 
discretion  of  the  President  to  define  the  scope  of  the 
exclusion,  the  phrase  "medicine  and  medical 
supplies"  shall  be  construed  so  as  to  permit 
consideration  for  inclusion  on  the  Commodity 
Control  List  of  drugs  and  devices  within  the 
categories  specified  in  Subsection  l-lOl(b-e)  of  the 
order  and  representing  a  substantial  threat  to 
human  health  or  safety  or  to  the  environment. 
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Executive  Order  that  export  controls 
will  be  imposed  in  only  a  very  few 
instances  for  extremely  haza^ous 
products.  The  task  force  will  endeavor 
to  reach  consensus  on  its  advice, 
consistent  with  the  policy  and  standards 
defined  in  the  order. 

In  advising  the  State  Department  on 
possible  condidates  for  the  Commodity 
Control  List,  the  task  force  will  consider, 
to  the  extent  possible  within  the  limits 
of  available  information,  the  type, 
extent,  and  severity  of  the  potential 
detrimental  effects  of  each  substance 
proposed  for  inclusion  on  the 
commodity  Control  List  by  a  member  of 
the  task  force;  the  likelihood  of  the 
effects;  the  duration  of  the  effects;  the 
ability  of  foreign  countries  to  avoid  or 
mitigate  the  effects;  the  availability  of 
the  substance  from  sources  other  Aan 
the  United  States;  the  availability  of 
other  substances  or  methods  that  would 
serve  the  same  purpose  as  the  substance 
to  be  exported;  and  the  importance  of 
the  beneficial  uses  of  the  substance  (this 
is  not  intended  to  require  a  rigorous, 
quantitative  analysis  of  costs  and 
benefits,  however,  as  is  usually 
performed  in  domestic  regulatory 
procedures). 

The  interagency  task  force  will  be 
receptive  to  members  of  the  public, 
foreign  governments,  and 
nongovernmental  organizations 
submitting  their  views  or  contributing 
information  which  will  be  helpful  in 
considering  whether  to  place  a  banned 
or  significantly  restricted  substance  on 
the  Commodity  Control  List. 

The  function  of  the  regulatory 
agencies  on  the  task  force  is  to  provide 
technical  advice  to  the  State 
Department,  on  the  basis  of  available 
information  compiled  in  the  course  of 
previous  regulatory  proceedings 
pertaining  to  the  substance  or  product; 
and  to  assure  that  those  products  for 
which  a  recommendation  of  restricted 
export  is  made  all  pose  a  common, 
especially  severe,  level  of  hazard.  The 
task  force  will  be  a  continuing  one 
which  will  review  additional  substances 
and  suggest  new  candidates  for  the 
Commo^ty  Control  List  as  new  actions 
of  the  type  defined  in  Section  VII  are 
taken;  should  a  domestic  regulation  of 
this  t3rpe  be  altered  or  rescinded,  the 
task  force  will  also  consider  removal  of 
the  substemce  form  the  List. 

With  the  benefit  of  advice  obtained 
from  the  interagency  task  force,  the 
State  Department  will  identify,  subject 
to  the  concurrence  of  the  Secretary  of 
Commerce,  those  few  extremely 
hazardous  banned  or  significantly 
restricted  substances  which  shoidd  be 
included  on  the  Commodity  Control  List 
because  their  export  would  cause  clear 


and  significant  harm  to  the  foreign 
policy  interests  of  the  United  States.  The 
task  force  will  attempt  to  stay  abreast  of 
pending  regulatory  action,  so  that  if 
export  controls  are  deemed  n'icessary, 
they  may  be  recommended  as  soon  as 
possible  after  promulgation  of  a  new 
regulation  banning  or  significantly 
restricting  a  product 

In  the  event  that  the  State  and 
Commerce  Departments  disagree  over 
the  imposition  of  export  controls,  the 
disagreement  will  be  referred  to  the 
President  as  provided  in  the  Act 

The  Act  mandates  a  number  of 
procedural  and  substantive 
requirements  which  must  be  met  when 
invoking  foreign  policy  controls.  The 
President  may  impose  export  controls 
“only  after  full  consideration  of  the 
impact  (of  such  controls)  on  the 
economy  of  the  United  States”  (Sec. 

3(2))  and  only  if  the  foreign  policy 
standard  is  satisfied  (Sec.  3(2)(B)). 

Where  the  controlled  goods  or 
technology  are  comparably  available 
from  foreign  sources,  he  may  impose 
,  controls  only  after  he  “determines  that 
adequate  evidence  has  been  presented 
to  him  demonstrating  that  the  absence 
of  such  controls  would  prove 
detrimental  to  the  foreign  policy  or 
national  security  of  the  United  States”. 
Sec.  4(c).  Furthermore,  the  President  is 
obligated  to  initiate  negotiations  with 
foreign  governments  to  eliminate  foreign 
availability  of  goods  or  technology 
comparable  to  those  subject  to  U.S. 
controls  (Sec.  6(g)).  Export  controls 
maintained  for  foreign  policy  reasons 
expire  one  year  after  their  imposition, 
unless  extended  by  the  President 

In  addition,  the  Act  specifies  several 
preconditions  to  the  imposition  of 
foreign  policy  controls.  The  President 
must  determine  that  reasonable  efforts 
have  been  made  to  achieve  the  purposes 
of  the  controls  through  negotiations  or 
other  alternative  means”  Sec.  6(d).  The 
President  must  “in  every  possible 
instance  *  *  *  consult  with  the 
Congress  before  imposing  any  export 
control  *  *  *”  Sec.  6(e).  The  Secretary 
of  Commerce  must  “consult  with  such 
affected  United  States  industries  as  the 
Secretary  considers  appropriate,  with 
respect  to  *  *  *  [criteria  1  and  4  listed 
below]”  Sec.  6(c). 

Section  6(b)  of  the  Act  also  requires 
that  the  President  consider  the  following 
criteria  “  when  imposing,  expanding,  or 
extending  foreign  policy  controls: 

(1)  The  probability  that  such  controls  will 
achieve  the  intended  foreign  policy  purpose, 
in  light  of  other  factors,  including  the 

“The  legislative  history  of  the  Act  indicates  that 
these  criteria  are  to  be  taken  into  consideration,  but 
they  are  not  conditions  which  must  be  met 


availability  from  other  countries  of  the  goods 
or  technology  proposed  for  such  controls; 

(2)  The  compatibility  of  the  proposed 
controls  with  the  foreign  policy  objectives  of 
the  United  States,  including  the  effort  of 
counter  international  terrorism,  and  with 
overall  United  States  policy  toward  the 
country  which  is  the  proposed  target  of  the 
controls; 

(3)  The  reaction  of  other  countries  to  the 
imposition  or  expansion  of  such  export 
controls  by  the  United  States; 

(4)  The  likely  effects  of  the  proposed 
controls  on  the  export  performance  of  the 
United  States,  on  the  competitive  position  of 
the  United  States  in  the  international 
economy,  on  the  international  reputation  of 
the  United  States  as  a  supplier  of  goods  and 
technology,  and  on  individual  United  States 
companies  and  their  employees  and 
communities,  including  the  effects  of  the 
controls  on  existing  contracts; 

(5)  The  ability  of  the  United  States  to 
enforce  the  proposed  controls  effectively;  and 

(6)  The  foreign  policy  consequences  of  not 
imposing  controls. 

In  addition  to  consulting  with 
Congress,  the  Act  requires  that  when 
controls  are  imposed,  expanded  or 
extended,  the  I^sident  “shall 
immediately  notify  the  Congress  of  such 
action  and  shall  submit  with  such 
notification  a  report  *  *  *  .”  The  report 
must  (1)  specify  “the  conclusions  of  the 
President”  with  respect  to  each  of  the 
six  criteria  discussed  above;  (2)  specify 
“the  nature  and  results  of  any 
alternative  means  attempted  *  *  *  or 
the  reasons  for  imposing,  extending,  or 
expanding  the  control  without 
attempting  any  such  idtemative  means”; 
and  (3)  indicate  “how  such  controls  will 
further  significantly  the  foreign  policy  of 
the  United  States  *  *  *  ."  (Sec.  6(e).) 

The  Secretary  of  Commerce  has 
statutory  authority,  or  the  Presisent  has 
delegated  to  the  Secretary,  the 
responsibility  for  meeting  many  of  the 
above  requirements. 

Once  all  of  the  above  requirements  for 
imposing  export  controls  have  been  met 
and  a  hazardous  substance  has  been 
placed  on  the  Commodity  Control  LisL 
an  exporter  must  apply  to  the  Commerce 
Department  for  a  validated  license 
before  it  can  export  that  substance.  The 
Act  sets  forth  specific  statutory 
deadlines  for  processing  applications. 
The  Department  of  Commerce  will  make 
the  decision  on  whether  to  grant  the 
license  in  consultation  with  the  Federal 
agency  with  domestic  regulatory 
authority,  the  State  Department,  and  any 
other  relevant  agency. 

Historically,  ^e  Commerce 
Department  has  rarely,  if  ever,  granted 
licenses  over  State  Department 
objections.  In  this  context.  Commerce 
will  continue  to  give  great  weight  to 
State  Department  recommendations. 

The  State  Department  will  not 
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recommend  issuing  a  license  unless  it 
has  determined  that  the  export  would 
cause  clear  and  signiRcant  harm  to  U.S. 
forcing  policy  interestes,  and  that  the 
State  Department,  after  appropriate 
consultations,  has  received  no 
objections  to  the  export  from  the 
government  of  the  foreign  country  to 
which  the  banned  or  significantly 
restricted  product  is  to  be  exported,  The 
State  Department’s  determination  and 
findings  will  be  conveyed  in  writing  to 
the  Commerce  Department.  The  State 
Department  should  instruct  its  personnel 
at  missions  and  embassies  in  foreign 
nations  to  be  prepared  to  carry  out  such 
consultations.  Embassy  personnel 
should  be  instructed  to  identify  an 
official  of  the  foreign  government  with 
whom  to  consult  on  proposed  hazardous 
export  shipments.  When  a  validated 
export  license  is  sought  for  a  substance 
added  to  the  CCL  under  this  policy,  a 
U.S.  embassy  official  in  the  country  of 
destination  will  apprise  the  foreign 
government  official  of  the  nature  of  the 
product,  quantity  to  be  shipped,  the 
regulatory  action  which  prohibited  or 
significantly  restricted  its  sale  in  the 
United  States,  the  potential  risks  to 
human  health  or  the  environment  which 
were  the  basis  for  the  action,  and  such 
other  information  as  is  deemed 
appropriate  (provided  that  trade  secrets 
or  other  confidential  commercial  or 
financial  information  will  not  be  sent  to 
a  foreign  government  unless  authorized 
or  required  by  exisiting  law). 

Other  factors  to  be  considered  by  the 
Commerce  Department  in  acting  on  an 
application  for  a  validated  export 
license  might  include:  the  type  of 
hazardous  substance;  the  destination  of 
the  export;  the  proposed  use  to  which 
the  product  would  be  put;  labeling  or 
marketing  plans;  whether  the  foreign 
government  is  the  importer,  the  nature 
and  type  of  hazards  involved;  the 
number  of  people  potentially  affected  by 
the  hazard;  the  beneRts  to  be  gained  by 
the  export  (again,  this  would  not  be  a 
rigorous,  quantitative  analysis  of  costs 
and  beneRts);  the  availability  of 
alternative  sources  of  the  substance;  the 
availability  of  non-hazardous 
alternatives;  precautions  the  importer 
will  take  with  the  substance;  the 
dangers  inherent  in  alternative 
substances  presently  being  used;  the 
effect  the  substance  might  have  on 
neighboring  countries;  the  potential 
reaction  of  other  countries;  results  of 
consultations  with  industry 
representatives  and  other  concerned 
parties;  and  the  results  of  international 
efforts  to  curb  the  export  of  the 
substance.  Actual  experience  evaluating 
applications  may  reveal  other  factors 


that  should  be  considered.  The 
Commerce  Department  will  propose  and 
receive  comment  on  regulations 
governing  its  consideration  of 
applications  for  export  licenses  for 
hazardous  substances. 

The  economic  consequences  of 
invoking  export  controls  are  unlikely  to 
be  great.  The  categories  of  products 
which  are  candidates  for  the  Commodity 
Control  List  are  well  deRned  (see 
Section  VII)  and  readily  identiRable. 

The  circumstances  in  which  substances 
may  be  chosen  for  the  CCL  are  very 
limited,  and  the  number  of  substances 
selected  will  be  few.  In  addition,  it  is 
quite  possible  that  a  U.S.  Rrm  may  have 
or  could  develop  a  substitute  product 
offering  the  same  benefits  without 
posing  severely  hazardous  risks. 

(4)  Evaluation 

Considering  the  importance  of  an 
effective  policy  for  export  of  hazardous 
substances,  and  recognizing  that 
experience  with  such  a  policy  is  lacking, 
it  is  essential  to  evaluate  from  Rme  to 
Rme  how  well  the  policy  is  working  in 
practice.  The  Executive  Order  calls  for  a 
progress  report  to  the  President  18 
months  after  the  effective  date  of  the 
policy,  and  annually  thereafter.  The 
report  will  be  prepared  jointly  by  the 
Coimcil  on  Environmental  Quality,  the 
Department  of  State,  and  the 
Department  of  Commerce  in 
consultation  with  other  affected 
agencies. 

The  report  will  summarize  agency 
activities  under  the  policy,  evaluate  the 
effectiveness  of  the  hazardous 
substances  export  policy,  and  make  any 
recommendations  Riat  are  deemed 
appropriate. 

(5)  Government-Sponsored  Exports 

All  the  policies  discussed  so  far  apply 
to  exports  by  private  commercial  firms. 
Somewhat  different  considerations 
apply  to  products  which  the  U.S. 
government  itself  buys  and  distributes 
abroad,  mainly  for  the  purpose  of 
assisting  economic  development  in  other 
countries.  The  Working  Group 
recommended  that  the  U.S.  government, 
in  its  own  dealings  with  export  of 
hazardous  substances,  maintain  the 
highest  standards  of  good  judgment  and 
scrupulous  care  for  the  health  and 
welfare  of  foreign  citizens  and  their 
environment. 

Environmental  review,  by  which 
government  agencies  look  at  the 
consequences  of  a  proposed  action 
before  undertaking  it,  and  analyze 
reasonable  alternatives,  is  a  good  model 
for  government  dealings  with  hazardous 
exports.  In  fact,  such  an  approach  has 
been  tried  and  worked  well.  In  the  early 


1970’s,  the  Agency  for  International 
Development  (AID)  distributed  abroad 
some  pesticides  which  were  not 
approved  for  use  in  the  United  States 
(Leptophos,  DDT  for  other  than  public 
health  uses).  Following  a  lawsuit,  AID 
reexamined  its  entire  pesticide  program, 
writing  a  comprehensive  environmental 
impact  statement  that  looked  at 
consequences  and  weighed  alternatives. 
AID  no  longer  purchases  or  distributes 
abroad  pesticides  that  are  banned  for 
use  in  the  United  States,  except  for 
compelling  reasons  and  after  very 
careful  examination.  The  AID  pest 
control  program  now  emphasizes 
alternatives  such  as  integrated  pest 
management. 

The  Working  Group  recommended  the 
same  approach  of  program  assessment 
and  analysis  of  alternatives  for  other 
programs  that  may  involve  the 
distribution  abroad  of  hazardous 
substances.  For  example,  population 
programs  that  are  a  part  of  U.S.-assisted 
development  efforts  should  be  carefully 
scrutinized,  to  ensure  that  the  birth 
control  drugs  and  devices  bought  with 
U.S.  government  funds  are  as  safe  and 
effective  as  possible.  The  program 
assessment  should  be  concerned  with 
more  than  the  simple  avoidance  of 
products  that  have  already  been 
banned,  through  lengthy  legal 
proceedings,  for  use  in  the  United 
States.  It  should  also  be  sensitive  to  the 
likely  circumstances  of  use  in  the 
country  of  destination.  For  example,  if  a 
birth  control  drug  is  known  to  interfere 
with  vitamin  metabolism,  or  if  safe 
.  application  of  a  birth  control  device 
requires  special  medical  skills,  these 
facts  should  be  carefully  considered 
before  the  U.S.  government  provides  the 
funds  to  export  such  products  to 
countries  where  women  are  likely  to  be 
malnourished,  or  medical  skills  are 
scarce. 

Similar  considerations  apply  to 
mother-child  nutrition  programs.  Infant 
formula  that  is  safe  and  convenient  to 
use  in  the  United  States  may  be  fatal  if 
used  in  places  with  impure  water 
supplies.  Program  assessments  and  the 
decisions  based  on  them  should  take 
such  factors  into  account. 

Responsible,  well-informed  decisions 
by  U.S.  Government  agencies  related  to 
shipments  of  hazardous  substances 
abroad  might  serve  as  a  model  for  other 
countries  and  for  private  traders. 

(b)  Labeling  of  Hazardous  Exports 

The  Working  Group  recommended 
that  regulatory  agencies  give  continuing 
attention  to  improvements  in  labeling, 
as  a  technique  for  dealing  with 
hazardous  exports.  In  some  cases,  it 
may  be  possible  to  develop  simplified. 
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more  readily  understandable  labels. 
Agencies  may  also  want  to  consider 
new  requirements  that  pesticide,  drug 
and  toxic  substance  labels  on  exported 
products  include  more  information  on 
the  nature  of  possible  hazards 
associated  with  their  use.  The  Executive 
Branch,  working  with  the  Congress,  may 
wish  to  propose  legislation,  if 
appropriate,  to  impose  such 
requirements. 

VI.  International  Efforts 

Unilateral  actions  should  be  just  one 
part  of  a  broader  U.S.  program  to 
promote  international  cooperation  on 
trade  of  hazardous  substances 
throughout  the  world.  In  the  Executive 
Order,  the  President  directs  the  State 
Department  and  other  federal  agencies 
in  consultation  with  the  State 
Department  to  seek  international 
agreement  in  these  areas: 

•  Notification  of  the  export  of 
hazardous  substances; 

•  Comprehensive  adoption  of 
uniform,  readily  understandable  hazard 
labeling  for  substances  in  international 
commerce; 

•  Improved  worldwide  hazard  alert 
systems  and  clearinghouses  for 
information  on  health  and  safety  risks  in 
the  workplace; 

•  Other  common  standards  and 
practices  related  to  the  export  of 
hazardous  substances. 

These  steps  could  lead  to  the 
formulation  of  an  international 
convention  governing  hazardous 
substances  exports. 

A  common  international  effort  is 
important  for  several  reasons.  Common 
policies  governing  hazardous  exports, 
subscribed  to  by  all  coimtries,  would 
help  to  assure  that  U.S.  multinational 
firms  located  abroad  or  firms  in  other 
nations  would  not  become  alternate 
suppliers  for  hazardous  substances. 
Consistency  among  nations  in  hazard 
notification  and  labeling  would  be  more 
effective  than  widely  varying  national 
programs,  because  more  hazards  would 
be  covered  and  the  procedures  would  be 
more  universally  understood;  more 
accurate,  because  it  would  be  based  on 
broad  international  experience;  and  less 
burdensome  to  industry,  because  firms 
would  not  have  to  respond  to  multiple 
varying  requirements.  Moreover 
countries  like  the  United  States  that 
take  responsibility  for  hazardous 
exports  would  not  be  penalized 
economically. 

Through  international  cooperation, 
ongoing  technical  assistance  programs 
should  focus  on  helping  developing 
countries  to  establish  adequate 
standards  for  health  and  safety, 
competent  regulation,  and  effective  use 


of  available  hazard  information.  The 
United  States  committed  itselt  to  such 
bilateral  efforts  when  it  signed  the 
Multilateral  Trade  Negotiations 
Agreement  on  Technical  Barriers  to 
Trade  (Standards  Code]  in  December, 
1979.  Differences  among  countries  in 
needs  and  desires  for  assistance  should 
be  recognized  in  shaping  these 
programs.  International  cooperation  will 
more  likely  flourish  if  it  is  built  on 
existing  structures,  and  is  mindful  of 
resources  constraints  that  affect  the 
ability  of  developing  countries  to 
contribute  to  the  effort. 

Targeted  technical  assistance  to 
countries  which  are  increasing  tlieir 
importation,  manufacture  and  use  of 
chemicals  would  greatly  enhance  the 
policy’s  chances  of  success.  The 
Working  Group  reconunended  that 
appropriate  agencies  consider 
possibilities  for  technical  assistance 
under  present  legal  authorities,  and 
adopt  changes  to  make  present 
programs  more  effective.  In  this 
connection,  the  Department  of 
Commerce  should  investigate 
opportunities  for  the  Bureau  of  the 
Census  to  monitor  exports  to  hazardous 
substances,  to  serve  as  the  basis  for 
better  notification  and  targeting 
technical  assistance. 

The  Working  Croup  recommended 
continued  participation  by  the  United 
States  in  the  international  efforts  listed 
in  Section  IV.  The  Group  encouraged 
increased  activity  by  the  UNEP 
Committee  on  Toxic  Chemicals,  the 
WHO  International  Program  on 
Chemical  Safety,  and  the  OECD.  The 
OECD  has  begun  considering  . 
approaches  to  the  control  of  toxic 
substances  and  export  of  hazardous 
products.  OECD  membership  includes 
the  major  non-Communist  industrialized 
nations;  these  nations  are  responsible 
for  the  bulk  of  hazardous  substances 
trade.  OECD  is  an  excellent  forum  for 
exchange  of  information  and  technology 
among  member  countries,  and  for 
consideration  of  export  notification  and 
control  policies.  However,  OECD  is  not 
so  useful  as  a  clearinghouse  for 
communication  with  less  developed 
countries,  which  are  often  importing 
countries  and  are  thus  greatly  interested 
in  and  affected  by  policies  concerning 
trade  in  hazardous  substances.  OECD 
should  be  encouraged  to  cooperate  with 
UNEP,  or  to  include  by  other  means  a 
broader  array  of  nations  in  conducting 
deliberations  on  these  matters. 

U.S.  resources  to  be  devoted  to 
international  health  and  safety 
cooperation  merit  careful  consideration 
and  budget  review.  The  success  of  the 
effort  will  depend  to  a  significant  extent 


on  U.S.  leadership,  plus  financial 
support  and  cooperation  from  other 
major  industrial  countries. 

The  steps  described  above,  together 
with  provisions  of  the  Executive  Order, 
are  important  first  steps  toward  the 
control  of  hazardous  substances  in 
international  trade.  The  adoption  of  a 
U.S.  policy  that  includes  notification, 
export  controls  in  very  limited 
circumstances,  careful  assessment  of 
exports  by  U.S.  government  agencies, 
and  efforts  to  reach  international 
agreements  on  controls  over  hazardous 
exports  will  put  the  United  States  in  a 
position  of  world  leadership  in  the  field. 
Through  such  domestic  and 
international  policies,  the  United  States 
will  be  in  a  strong  position  to  persuade 
over  industrialized  nations  to  control  the 
distribution  of  hazardous  products 
throughout  the  world.  This  leadership 
role  is  consistent  with  the  President's 
human  rights  themes  and  will  enhance 
the  U.S.  trading  position. 

VII.  Substances  Covered  by  the  Policy 

As  discussed  in  Section  11,  The 
Executive  Order  covers  substances 
which  are  banned  or  significantly 
restricted  in  the  United  States  because 
of  the  threat  they  pose  to  public  health 
and  safety  or  the  environment.  It  thus 
applies  to  substances  and  products 
regulated  under  certain  sections  of 
nPRA,  TSCA,  FDCA,  PHSA,  CPSA, 
FHSA  and  the  Flammable  Fabrics  Act. 
The  Order  specifically  defines  the  policy 
as  covering  the  following  substances 
and  products,  all  of  which  are  banned  or 
significantly  restricted  in  the  United 
States: 

(a)  A  food  or  class  of  food  which 

(1)  Is  adulterated,  as  defined  by  rules 
or  orders  issued  under  Sec.  402(a)  or  (c) 
(21  U.S.C.  342(a)  or  (c)),  or 

(2)  Is  in  violation  or  emergency  permit 
controls  issued  under  Sec.  404  (21  U.S.C. 
344) 

of  the  Federal  Food,  Drug,  and  Cosmetic 
Act: 

(b)  A  drug  which  is 

(1)  Adulterated,  as  defined  by  rules  or 
orders  issued  under  Sec.  501(a)-,  (b),  (c) 
or  (d)  (21  U.S.C.  351(a).  (b).  (c).  or  (d)), 

(2)  Misbranded,  as  defined  by  rules  or 
orders  issued  under  Sec.  502(j]  (21  U.S.C. 
352(j))  or 

(3)  A  new  drug  or  new  animal  drug  for 
which  an  approval  is  not  in  effect  under 
.Sec.  505  (21  U.S.C.  355)  or  Sec.  512  (21 
U.S.C.  360),  respectively, 

of  the  Federal  Food,  Drug,  and  Cosmetic 
Act; 

(c)  An  antibiotic  drug  which  has  not 
been  certified  under  Sec.  507  (21  U.S.C. 
357) 
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of  the  Federal  Food,  Drug,  and  Cosmetic 
Act: 

(d)  A  drug  containing  insulin  which 
has  not  been  certified  under  Sec.  506  (21 
U.S.C.  356) 

of  the  Federal  Food.  Drug,  and  Cosmetic 
Act: 

(e)  A  device  which 

(ij  Is  adulterated,  as  defined  by  rules 
or  orders  issued  under  Sec.  501(a)  (21 
U.S.C.  351(a)), 

(2)  Is  misbranded,  as  defined  by  rules 
or  orders  issued  under  Sec.  502(j)  (21 
U.S,C.  352(j)), 

(3)  Does  not  conform  with  a 
performance  standard  issued  under  Sec. 
514  (21  U.S.C.  360d), 

(4)  Has  not  received  premarket 
approval  under  Sec.  515  (21  U.S.C.  360e), 
or 

(5)  Is  banned  under  Sec.  516  (21  U.S.C. 
360f) 

of  the  Federal  Food,  Drug,  and  Cosmetic 
Act; 

(f)  A  cosmetic  which  is  adulterated,  as 
defined  by  rules  or  orders  issued  under 
Sec.  601  (21  U.S.C.  361)  of  the  Federal 
Food,  Drug,  and  Cosmetic  Act; 

(g)  A  food  additive  or  color  additive 
which  is  deemed  unsafe  within  the 
meaning  of  Sec.  409  (21  U.S.C.  348)  or 
Sec.  706  (21  U.S.C.  376),  re.spectively,  of 
the  Federal  Food,  Drug,  and  Cosmetic 
Act; 

(h)  A  biological  product  which  has 
been  propagated  or  manufactured  and 
prepared  at  an  establishment  which 
does  not  hold  a  license  as  required  by 
Sec.  351  (42  U.S.C.  262)  of  the  Public 
Health  Service  Act; 

(i)  An  electronic  product  which  does 
not  comply  with  a  performance  standard 
issued  under  Sec.  358  (42  U.S.C.  263f)  of 
4he  Public  Health  Service  Act; 

(j)  A  consumer  product  which 

(1)  Does  not  comply  with  a  consumer 
product  safety  standard  adopted  under 
Secs.  7  and  9  (15  U.S.C.  2056  and  2058) 
other  than  one  relating  solely  to 
labeling, 

(2)  Has  been  declared  to  be  a  banned 
hazardous  product  under  Secs.  8  and  9 
(15  U.S.C.  2057  and  2058), 

(3)  Presents  a  substantial  product 
hazard  under  Sec.  15  (15  U.S.C.  2064),  or 

(4)  Is  an  imminently  hazardous 
consumer  product  under  Sec.  12  (15 
U.S.C.  2061), 

of  the  Consumer  Product  Safety  Act; 

(k)  A  fabric,  related  material,  or 
product  which  does  not  comply  with  a 
flammability  standard  (other  than  one 
relating  to  labeling)  adopted  under  Sec. 
4  (15  U.S.C.  1193)  of  the  Flammable 
Fabrics  Act; 

(l)  A  product  which  is  a  banned 
hazardous  substance  (including  a 
children’s  article)  under  Secs.  2  and  3 


(15  U.S.C.  1261  and  1262)  of  the  Federal 
Hazardous  Substances  Act; 

(m) (l)  A  pesticide  which,  on  the  basis 
of  potential  risks  to  human  health  or 
safety  or  to  the  environment, 

(A)  has  been  denied  registration  for 
all  or  most  significant  uses  under  Sec. 
3(c)(6)  (7  U.S.C.  136a(c)(6)), 

(B)  has  been  classified  for  restricted 
use  under  Sec.  3(d)(1)(C)  (7  U.S.C. 
136a(d)(l)(C)), 

(C)  has  had  its  registration  cancelled 
or  suspended  for  all  or  most  significant 
uses  under  Sec.  6  (7  U.S.C.  136d), 

(D)  has  been  proceeded  against  and 
seized  under  Sec.  13(b)(3)  (7  U.S.C. 

136k),  or 

(E)  has  not  had  its  registration 
cancelled,  but  requires  an 
acknowledgement  statement  under  Sec. 
17(a)(2)  (7  U.S.C.  136o(a)(2)) 

of  the  Federal  Insecticide,  Fungicide, 
and  Rodenticide  Act,  or 

(2)  A  pesticide  chemical  for  which  a 
tolerance  has  been  denied  or  repealed 
under  Sec.  408  (21  U.S.C.  346(a))  of  the 
Federal  Food,  Drug,  and  Cosmetic  Act; 
and 

(n)  A  chemical  substance  or  mixture 

(1)  Which  is  subject  to  an  order  or 
injunction  issued  under  Sec,  5(f)(3)  (15 
U.S.C.  2604(f)(3)), 

(2)  Which  is  subject  to  a  requirement 
issued  under  Sec.  6(a)(1),  6(a)(2),  6(a)(5), 
or  6(a)(7)  (-5  U.S.C.  2605(a)(1), 

2605(a)(2),  2605(a)(5),  or  2605(a)(7))  or 

(3)  For  which  a  civil  action  has  been 
brought  and  relief  granted  under  Sec.  7 
(15  U.S.C.  2606) 

of  the  Toxic  Substances  Control  Act. 

The  number  of  substances  and 
products  covered  by  the  Executive 
Order  and  the  policy  is  limited.  (The 
extremely  hazardous  substances  to  be 
placed  on  the  Commodity  Control  List 
will  be  selected  from  among  those 
products  and  substances  and  will  be 
very  much  smaller  in  number.)  Under 
FIFRA,  EPA  estimates  that  there  are  32 
pesticide  chemicals  the  use  of  which  is 
entirely  prohibited  in  the  United  States 
or  for  which  major  uses  are  prohibited, 
and  50  which  are  classified  for  restricted 
use  under  FIFRA  Sec.  3(d)(1)(C)).  (EPA 
also  estimated  on  the  basis  of  early 
experience  with  the  notification  process 
that  there  are  perhaps  25  pesticides 
which  are  wholly  unregistered  in  the 
United  States  being  manufactured  for 
export  only.’*)  Under  TSCA,  four  classes 
of  chemicals,  (PCBs, 
chlorofluorocarbons,  asbestos,  and 


’’While  unregistered  pesticides  are  covered  by 
certain  aspects  of  the  Executive  Order  and  policy 
(e.g.,  notification  as  required  by  statute],  they  will 
generally  not  be  candidates  for  inclusion  on  the 
Commodity  Control  List  or  the  Annual  Report  on 
regulatory  actions. 


dioxins)  have  been  regulated  so  far, 
though  more  actions  are  expected  in  the 
future.  Under  FDCA  and  PHSA  there 
have  been  some  several  hundred 
regulatory  actions  prohibiting  sale  of 
certain  kinds  of  foods,  drugs,  cosmetics, 
and  medical  products:  it  is  not  knovvii 
how  many  products  are  manufactured 
and  sold  for  export  only  which  do  not 
comply  with  these  regulations.  However, 
It  is  anticipated  that  few  of  these 
products  would  be  recommended  for 
inclusion  on  the  Commodity  Control 
List.  Under  the  three  statutes  which 
CPSC  administers,  some  30  classes  of 
products  have  been  subject  to  standard¬ 
setting  or  other  actions  which  prohibit 
sale  in  the  United  States.  Again,  it  is  not 
certain  how  many  products  which  do 
not  comply  with  these  requirements  are 
exported,  but  early  experience  with 
notification  requirements  suggests  that 
the  number  is  quite  small. 

Excluded  from  the  purview  of  the 
policy  are  alcohol,  tobacco,  firearms, 
military  weapons  and  equipment, 
narcotic  and  psychotropic  substances, 
and  nuclear  fiiel.  Also  excluded  are  the 
exportation  of  hazardous  production 
facilities,  and  U.S.  financial  assistance 
for  such  facilities.  As  indicated,  certain 
substances  which  may  create  hazardous 
workplace  conditions  are  included  only 
in  the  annual  summary  called  for  in  the 
Executive  Order.  Finally,  Export-Import 
Bank  financing  of  exports  is  not 
convered  by  the  policy  or  the  Order. 

Alcohol,  tobacco,  and  firearms  were 
excluded  because  they  are  extensively 
controlled  through  the  tax  code  and 
their  health  and  safety  implications  are 
well  known.  The  Working  Group 
believed  there  is  sufficient  attention  to 
and  control  over  these  products  and  that 
their  exclusion  does  not  detract  from  the 
policy.  Military  weapons  and  equipment 
and  narcotic  and  psychotropic 
substances  were  excluded  because  they 
are  subject  to  an  extensive  system  of 
national  controls  and  agreements  under 
international  treaty  obligations. 

Likewise,  nuclear  fuels  were  excluded 
because  they  are  extensively  controlled 
nationally  and  internationally. 

As  indicated  by  the  criteria, 
substances  for  which  most  significant 
uses  in  the  United  States  have  been 
prohibited  are  covered  by  the  policy  and 
the  Order.  In  this  category  are  products 
such  as  DDT,  banned  for  most  uses  by 
EPA  because  of  its  serious  adverse 
environmental  effects  but  allowed  for 
certain  very  narrowly  defined  uses  (i.e., 
public  health  measures). 

Products  that  are  not  restricted  for  use 
in  the  United  States,  but  subject  to 
unsafe  circumstances  of  consumption 
abroad  are  not  covered  by  the  Executive 
Order  and  were  not  included  in  the 
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Working  Group's  policy 
recommendations  affecting  private, 
commercial  trade.  The  Working  Group 
excluded  these  products  with  some 
reluctance,  since  there  are  indications 
that  they  are  posing  problems  in  certain 
countries.  One  such  product  is  infant 
formula,  discussed  above  in  connection 
with  U.S.  government  actions.  It  appears 
that  commercial  trade  involving  such 
products  might  be  more  appropriately 
dealt  with  through  such  means  as 
technical  assistance  or  codes  for 
industry  rather  than  export  controls. 

The  Working  Group  also  excluded 
from  consideration  the  export  of 
hazardous  production  facilities  and 
direct  or  indirect  Hnancial  assistance  for 
those  facilities  (for  example,  through  the 
Export-Import  Bank  and  the  Overseas 
Private  Investment  Corporation).  As 
occupational  health  and  safety  and 
environmental  protection  requirements 
are  placed  on  U.S.  production  facilities, 
some  Hrms  have  established  new 
facilities  in  other  countries  with  less 
rigorous  regulatory  requirements.  In 
some  cases  these  “runaway”  facilities 
have  been  established  in  Mexico  near 
the  U.S.  border  so  that  they  remain  close 
to  U.S.  markets,  with  advanced  freight 
transport  systems,  but  they  can  be  and 
are  located  elsewhere  in  the  world. 

Hazardous  production  facilities  were 
excluded  because  the  issues  they  raise 
and  the  nature  of  possible  remedial 
action  are  quite  different  from  those 
related  to  exports  of  hazardous 
substances.  In  the  case  of  banned  or 
severely  restricted  hazardous 
substances,  there  are  amply  precedents 
for  export  controls  on  products.  This  is 
not  true  for  exports  of  production 
facilities.  Only  certain  exported 
production  facilities  involving  major 
federal  actions  abroad  (as  defined  imder 
Executive  Order  12114)  are  subject  even 
to  enviromnental  review.  Often  the  only 
connection  between  the  facility  and  this 
country  is  that  it  is  owned  or  built  by  a 
U.S.-based  Hrm.  Any  system  of  controls 
for  export  of  hazardous  facilities  would 
require  a  statutory  basis;  this  is  an  issue 
that  the  Congress  may  want  to  examine. 

Substances  causing  hazardous 
workplace  conditions  as  regulated  by 
OSHA  are  included  in  one  part  of  the 
Order.  The  Annual  Summary  will 
include  OSHA  health  standards  where 
appropriate,  so  that  foreign  governments 
will  have  the  benefit  of  our  studies  and 
regulations  to  protect  their  own  workers. 

The  question  of  how  to  control  the 
export  of  hazardous  wastes  (as  defined 
by  EPA  under  RCRA)  has  not  yet  been 
resolved.  However,  it  is  currently  being 
addressed  by  an  interagency  group  led 
by  the  State  Department  which  is 
nearing  completion  of  a  proposed  policy. 


EPA  has  promulgated  new  regulations 
governing  the  management  and  disposal 
of  hazardous  wastes  in  the  United 
States.  At  present,  it  such  wastes  are  to 
be  exported,  EPA  must  be  notified  30 
days  in  advance  of  export.  EPA  will 
then  in  turn  notify  foreign  governments 
in  cooperation  with  the  State 
Department. 

Implementation  and  Enforcement 

To  implement  the  Executive  Order, 
each  regulatory  agency  with  jurisdiction 
over  substances  subject  to  the  policy 
will  undertake  the  following: 

(1)  Debne  with  particularity  either  the 
speciHc  products  or  the  classes  of 
products  which  are  banned  or 
significantly  restricted  substances  as 
defined  in  Section  VIII,  for  publication 
in  the  Federal  Register.  This  list  will  be 
revised  as  necessary  to  reflect  new 
regulatory  actions. 

(2)  Prepare,  on  an  annual  basis, 
consistent  with  the  format  developed  by 
the  Regulatory  Council,  summaries  of  all 
final  and  proposed  regulatory  actions 
taken  each  year  concerning  banned  and 
severely  restricted  hazardous 
substances,  and  indications  of  what 
additional  information  is  available  with 
respect  to  each  of  these  final  or 
proposed  regulatory  aptions.  In  addition, 
in  the  first  year,  each  agency  will 
provide  a  listing  or  summary  of  all  of  its 
final  regulatory  actions  with  respect  to 
such  hazardous  substances. 

(3)  Establish  procedures,  where 
notification  is  required  under  existing 
law,  for  expeditiously  notifying  the  State 
Department  of  exports  of  relevant 
hazardous  substances  to  foreign 
countries.  The  procedures  will  include 
timing  and  content  of  notices, 
recordkeeping  responsibilities, 
provisions  relating  to  trade  secrets  and 
confidential  information,  any  special 
agency  requirements  in  addition  to  those 
required  by  the  order,  and  provisions  for 
enforcement. 

It  is  not  anticipated  that  the  regulatory 
agencies  will  require  additional 
personnel  or  resources  to  carry  out  these 
tasks.  In  implementing  the  Order’s 
requirements,  the  Stpte  Department  will 
need  to  enhance  its  ability  to 
expeditiously  provide  export 
notifications,  through  its  embassies,  to 
the  appropriate  foreign  officials,  and  to 
consult  with  these  officials  prior  to  the 
granting  of  a  validated  export  license  for 
hazardous  substances  on  the 
Commodity  Control  List.  This  will 
require  each  embassy  to  develop 
accurate  up-to-date  directories  of  the 
foreign  officials  responsible  for 
hazardous  substances  so  that  there  is  no 
delay  in  identifying  the  appropriate 
official  when  a  notification  is 


transmitted  or  an  export  license  is 
applied  for. 

The  Department  of  Commerce  will 
have  enhanced  responsibilities  in 
implementing  the  Import  Administration 
Act.  In  order  to  implement  certain 
provisions  of  the  Order,  a  limited 
number  of  extremely  hazardous 
substances  may  be  added  to  the 
Commodity  Control  List  (see  Section  V). 
The  small  number  of  substances  so 
listed  should  not  imduly  burden  the 
Department.  However,  limited 
additional  resources  (approximately  5- 
15  stafi  members)  may  need  to  be  added 
to  the  offices  responsible  for 
implementing  this  part  of  the  Order. 

The  Customs  Service  also  has 
authority,  resources,  field  structure,  and 
enforcement  experience  which  will  be 
needed  to  implement  certain  provisions 
of  the  Order.  Customs,  through  the  use 
of  Shipper’s  Export  Declarations, 
enforces  Commerce’s  present  export 
licensing  requirements.  Customs  can 
inspect,  seize,  and  detain  articles  in 
violation  of  the  Export  Administration 
Act.  Enforcement  responsibility  for 
shipment  notification  would  be  added  as 
another  element  in  the  Customs  export 
check. 

Attachment  A 

Consumer  Product  Safety  Commission 

Consumer  Product  Safety  Act  (15  U.S.C. 
2051) 

Products  or  Financing  Arrangement 

Consumer  products — articles  used  in 
and  aroimd  the  residence,  school,  or  in 
recreation  for  the  personal  use, 
consumption,  or  enjoyment  of  a 
consumer,  except  tobacco,  motor 
vehicles,  pesticides,  boats,  annunition. 
aircraft,  foods,  drugs,  cosmetics,  or 
medical  devices. 

(15  U.S.C.  2052(a)(1)) 

Regulatory  Authority  for  Domestic  Use 

*  CPSC  can  (1)  sat  mandatory  Federal 
standards  for  products  which  pose  an 
unreasonable  risk  of  injury;  (2)  ban 
products  which  pose  such  risk  if  no 
standard  can  adequately  protect  the 
public;  (3)  seek  a  court  order  to  seize 
products  which  contain  an  imminent 
hazard;  (4)  order  pre-market  notice  of 
new  products;  (5)  mandate  labeling  and 
data  disclosure  requirements;  and  (6) 
order  public  notice  and  recall  of 
products  presenting  substantial  product 
hazards. 

(15  U.S.C.  205Q.  2057;  2058;  2061;  2062;  2063; 
2064;  2076(e)) 

Regulatory  Authority  for  Exports 

The  CPSC  can  prohibit  export  if  it 
determines  that  exportation  of  a  product 
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presents  an  unreasonable  risk  of  injury 
to  consumers  within  the  U.S. 

Any  other  product  can  be  exported 
(except  to  U.S.  installation  outside  the 
U.S.)  if  it 

(ij  Is  manufactured  or  sold  for  export 
purposes  and  has  never  been  distributed 
in  the  U.S.,  and 

(2)  Is  labeled  for  export. 

Thirty  days  prior  to  exporting  a 
product  which  does  not  comply  with  a 
product  safety  standard  or  banned  by 
rule,  the  exporter  must  notify  the  CPSC. 
CPSC  notifies  country  of  destination  of 
the  exportation  and  the  basis  of  the 
standard  or  rule.  CPSC  may,  by  petition, 
require  only  10  days  notice. 

(15  U.S.C.  2067) 

Pending  Amendments 

None. 

Federal  Hazardous  Substances  Act  (14 

use  1261) 

Products  or  Financing  Arrangement 

A  substance  which  is  (1)  toxic, 
corrosive,  an  irritant,  a  strong  sensitizer, 
flammable,  combustible,  or  which 
generates  pressure  and  which  may 
cause  substantial  personal  injury  or 
illness,  and  (2)  toys. 

(15  U.S.C.  1261) 

Regulatory  Authority  for  Domestic  Use 

CPSC  may  ban  hazardous  substances, 
require  labeling,  and  seek  a  court  order 
to  seize  noncomplying  products,  or 
enjoin  their  distribution. 

(15  U.S.C.  1262;  1265;  1267) 

Regulatory  Authority  for  Exports 

CPSC  may  prohibit  export  if  it 
determines  that  exportation  of  a 
hazardous  substance  represents  an 
unreasonable  risk  of  injury  to  persons 
residing  within  the  United  States.  All 
other  products  can  be  exported  if  they 
are 

(1)  in  a  package  branded  in 
accordance  with  the  specifications  of 
the  foreign  purchaser; 

(2)  labeled  in  accordance  with  the 
laws  of  the  foreign  country: 

(3)  labeled  on  the  shipping  package  as 
intended  for  export; 

(4)  so  exported 

and  have  not  previously  been 
introduced  into  domestic  commerce. 

Thirty  days  prior  to  exporting  a 
misbranded  or  banned  hazardous 
substance,  the  exporter  must  notify 
CPSC.  CPSC  notifies  country  of 
destination  of  the  exportation  and  the 
basis  upon  which  the  substance  has 
been  misbranded  or  banned.  CPSC  may, 
by  petition,  require  only  10  days  notice. 
C5  U.S.C.  1264(b):  1265(a);  1273(d)) 


Pending  Amendments 
None. 

Flammable  Fabrics  Act  (15  USC 1191) 
Products  or  Financing  Arrangement 

Wearing  apparel,  fabrics,  interior 
furnishings,  or  related  materials. 

(15  U.S.C.  1191) 

Regulatory  Authority  for  Domestic  Use 

QPSC  can  set  standards,  issue  cease 
and  desist  order,  and  seek  court  order  to 
seize  noncomplying  products. 

(15  U.S.C.  1193;  1195) 

Regulatory  Authority  for  Exports 

The  CPSC  can  prohibit  export  if  it 
determines  that  exportation  of  a  product 
presents  an  unreasonable  risk  of  injury 
to  persons  residing  within  the  U.S. 

Any  other  pro*duct  can  be  exported 
(except  to  U.S.  installations  outside  the 
U.S.)  if  it  is  labeled  for  export. 

(15  U.S.C.  1202) 

CPSC  interprets  this  provision  so  as  to 
require  the  manufacturers  of 
noncomplying  goods  to  have  the 
intention  to  export  goods  at  the  time  of 
original  manufacture. 

(16  CFR  1602.2) 

Thirty  days  prior  to  exporting  a  fabric 
which  fails  to  conform  with  a  standard, 
the  exporter  must  notify  CPSC.  CPSC 
notifies  country  of  destination  of  the 
exportation  and  the  basis  of  the 
standard.  CPSC  may,  by  petition,  require 
only  10  days  notice. 

(15  U.S.C  1202) 

Pending  Amendments 
None. 

Food  and  Drug  Administration 

Federal  Food,  Drug  &  Cosmetic  Act  (21 
U.S.C.  301  et  seq.) 

Products  or  Financing  Arrangement 
Foods. 

(21  U.S.C.  321(f)) 

Regulatory  Authority  for  Domestic  Use 

Secretary  may  establish  standards  of 
identity,  levels  of  adulteration,  and 
standards  of  misbranding. 

(21  U.S.C.  341-343) 

Regulatory  Authority  for  Exports 

May  be  exported  (no  permit  required) 
if: 

(1)  Accords  to  specifications  of  foreign 
purchaser. 

(2)  Is  not  in  conflict  with  laws  of 
foreign  country. 

(3)  Is  labeled  for  export. 

(4)  Is  not  offered  for  domestic  sale. 

(21  U.S.C.  381(d)) 


Foods  which  are  subject  to  Emergency 
Permit  Controls  and  for  which  a  permit 
has  not  been  issued  cannot  be  exported. 
(21  U.S.C.  344) 

Pending  Amendments  .  /I 

None.  ' 

Products  or  Financing  arrangement 

New  drugs. 

New  animal  drugs. 

(21  U.S.C.  321(p)  and  (w)) 

Regulatory  Authority  for  Domestic  Use 

No  introduction  of  new  drugs  or 
animal  drugs  in  interstate  commerce 
without  approval  by  FDA.  “Interstate 
commerce”  between  any  state  or 
territory  and  any  place  outside  thereof. 

(21  U.S.C.  335(a)  and  360b(a)) 

Regulatory  Authority  for  Exports 

No  exportation  permitted  unless  the 
new  drug  is  in  complete  compliance 
with  an  approved  new  drug  application. 

Exportation  authorized  for 
investigational  use  only  if  FDA  receives, 
through  the  State  Department,  a  formal 
request  from  the  foreign  government 
The  request  must  specify  that  such 
government  has  adequate  information 
about  the  drug  and  the  proposed 
investigational  use. 

(21  CFR  312.1  and  21  CFR  611.1) 

Pending  Amendments 

New  drugs  not  yet  approved  in  U.S., 
or  approved  drugs  not  in  compliance 
with  domestic  requirements,  may  be 
exported  if  exporting  firm  applies  to  the 
HHS  Secretary  for  an  export  permit.  The 
Secretary  shall  issue  the  permit  unless 
he  finds: 

(1)  Drug  does  not  accord  to 
specifications  of  foreign  purchaser. 

(2)  Drug  is  not  labeled  for  export. 

(3)  The  foreign  government  has  not 
been  informed  of  the  legal  status  of  the 
drug  in  the  U.S.  and  it  does  not 
disapprove  of  importation  of  the  drug. 

(4)  Export  of  the  drug  is  contrary  to 
the  public  health  (presumably  of  the  U.S. 
or  the  foreign  country). 

(H.R.  4258  and  S.  1045,  Sec.  134-135) 

Products  or  Financing  Arrangement 

Medical  devices  for  human  uses. 

(21  U.S.C.  321(h)) 

Regulatory  Authority  for  Domestic  Use 

Depending  upon  the  type  of  device, 
the  Secretary  may  (1)  establish 
performance  standards,  (2)  require 
premarket  approval,  (3)  ban  devices 
which  present  unreasonable  deception 
or  an  unreasonable  and  substantive  risk 
of  illness  or  injury,  and  (4)  require  recall. 


Federal  Register  /  Vol.  46,  No.  15  /  Friday,  January  23,  1981  /  Notices 


7819 


(21  U.&C.  360d,  360e,  360f,  360h) 

Regulatory  Authority  for  Exports 

Generally,  may  be  exported  (no 
permit  required]  if: 

(1)  Accords  to  specifications  of  foreign 
purchaser; 

(2)  Is  not  in  conflict  with  the  laws  of 
foreign  country; 

(3)  Is  labeled  for  export;  and 

(4)  Is  not  offered  for  sale  in  domestic 
commerce. 

In  addition  to  the  above,  devices 
which  do  not  comply  with  performance 
standards,  have  not  received  premarket 
clearance,  or  have  been  banned  cannot 
be  exported  unless  the  Secretary  has 
determined: 

(1)  That  exportation  is  not  contrary  to 
the  public  health  and  safety;  and 

(2)  That  the  foreign  country  approves. 
(21  U.S.a  381  (d)(1)  and  (d)(2)) 

Similar  requirements  for 
investigational  devices. 

(21  CFR  812.18(b)) 

Pending  Amendments 
None. 

Products  or  Financing  Arrangement 
Drugs  approved  for  U.S.  use. 
Regulatory  Authority  for  Domestic  Use 

Drug  must  previously  have  been 
approved  by  FDA. 

Regulatory  Authority  for  Exports 

A  drug  which  may  be  sold  in 
interstate  commerce  may  be  exported 
withojit  special  requirements.  A  drug 
which  is  misbranded  or  adulterated  may 
be  exported  (no  permit  required)  if — 

(1)  Accords  to  specifications  of  foreign 
purchaser 

(2)  Is  not  in  conflict  with  laws  of 
foreign  country 

(3)  Is  labeled  for  export 

(4)  Is  not  offered  for  domestic  sale 
This  provision  also  applies  to 

antibiotics,  insulin,  and  pre-1938  drugs. 
(21  U.S.C.  381(d)) 

Pending  Amendments 

May  be  exported  (permit  required)  so 
long  as  drug  meets  manufacture  and 
quality  standards  required  for  domestic 
products  (outlined  in  subparts  3  and  4  of 
H.R.  4258  and  S.  1045). 

(H.R.  4258  and  S.  1045,  Sec.  134) 

Products  or  Financing  Arrangement 
Cosmetics. 

(21  U.S.C.  321(i)) 

Regulatory  Authority  for  Domestic  Use 

Secretary  may  establish  standards  of 
adulteration  and  misbranding. 

(21  U.S.C.  381-362) 


Regulatory  Authority  for  Exports 

May  be  exported  (no  permit  required) 
if: 

(1)  Accords  to  specifications  of  foreign 
purchaser 

(2)  Is  not  in  conflict  with  laws  of 
foreign  country 

(3)  Is  labeled  for  export 

(4)  Is  not  ofiered  for  domestic  sale 

(21  U.S.C.  381(d)) 

Pending  Amendments 
None. 

Environmental  Protection  Agency 

Federal  Insecticide,  Fungicide  and 
Rodenticide  Act 

(7  U.S.C.  136) 

Products  or  Financing  Arrangement 

Substance  or  mixture  of  substances 
intended  for  preventing  destroying, 
repelling,  or  mitigating  any  pest,  or  for 
use  as  a  plant  regulator,  defoliant  or 
desiccant. 

(7  U.S.C.  136) 

Regulatory  Authority  for  Domestic  Use 

Registration  of  pesticides  for  specified 
use  upon  a  finding  by  EPA  of  no 
“unreasonable  adverse  efiect  on  the 
environment";  EPA  registration  of 
pesticide  producers;  EPA  can  issue 
“stop  sale,  use,  or  removal"  orders  and 
seek  court  orders  for  seizure  of  non¬ 
complying  pesticides. 

(7  U.S.C.  13ba:  136e.  176k) 

Regulatory  Authority  for  Exports 

.  Pesticides  are  subject  only  to  certain 
labeling  regulations  when  intended 
solely  for  export  and  are  prepared  or 
packed  according  to  specifications  or 
directions  of  the  foreign  purchaser. 
Pesticides  not  registered  in  the  U.S.  may 
be  exported  if,  prior  to  export,  the 
foreign  purchaser  signs  a  statement 
acknowledging  that  it  understands  the 
product  cannot  be  sold  in  the  U.S.  A 
copy  of  the  statement  must  be 
forwarded  to  EPA  for  transmittal  to  the 
appropriate  government  ofiicial  of  the 
importing  country. 

EPA  notifies  State  Department 
whenever  there  is  a  cancellation  or 
suspension  of  registration  which  is  of 
international  significance.  State 
Department  notifies  foreign 
governments  and  appropriate 
international  agencies. 

EPA,  in  cooperation  with  State  and 
other  appropriate  federal  agencies  are  to 
participate  and  cooperate  in 
international  efiorts  to  develop 
improved  pesticide  research  and 
regulation. 

(7  U.S.C.  136(0)) 


Pending  Amendments 
None. 

Food  and  Drug  Administration 

Public  Health  Service  Act  (42  U.S.C.  201 
et  seq.) 

Products  or  Fianancing  Arrangment 
Biological  Products. 

(42  U.S.a  262) 

Regulatory  Authority  for  Domestic  Use 

HHS  Secretary  licenses 
establishments  which  propagate  or 
manufacture  and  prepare  biological 
products  [e.g.,  viruses,  serums,  vaccines, 
blood,  toxins) 

(42  U.S.C.  262(a)) 

Regulatory  Authority  for  Exports 

No  exportation  of  products  which 
caimot  be  sold  in  U.S. 

(42  U.S.C.  262(a)) 

Pending  Amendments 
None. 

Food  and  Drug  Administration 
Public  Health  Service  Act 
(42  U.S.C.  201  ei  seq.) 

Products  or  Financing  Arrangement 
Electronic  products. 

(42  U.S.C.  263c(2)) 

Regulatory  Authority  for  Domestic  Use 

Secretary  of  HHS  may  establish 
performance  standards  to  control 
emission  of  electronic  product  radiation 
and  require  notification  for  defects  or 
non-compliance. 

(42  U.S.C.  263f(a);  263g) 

Regulatory  Authority  for  Exports 

Products  lor  export  need  not  conform 
to  standards  if; 

(1)  Labeled  for  export;  and 

(2)  Product  meets  all  applicable 
requirements  for  the  foreign  country. 

(42  U.S.C  263f(a)(3)) 

Pending  Amendments 
None. 

Drug  Enforcement  Administration 

Controlled  Substances  Import  and 
Export 

(21  U.S.C.  881) 

Products  or  Financing  Arrangement 
Narcotics  and  Dangerous  Drugs. 
Regulatory  Authority  for  Domestic  Use  * 

Broad  controls  are  provided  for  the 
transhipment  of  controlled  substances 
through  the  United  States  to  other 
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countries  and  for  their  in  transit 
shipment  within  the  U.S.  for  immediate 
export,  and  for  the  possession  of 
controlled  substances  on  board  any 
vessel,  aircraft  or  other  vehicle  arriving 
or  departing  from  the  United  States. 

Regulatory  Authority  for  Exports 

Regulates  the  importation  and 
exportation  of  all  controlled 
substances — narcotics,  marijuana, 
depressants,  stimulants  and  other 
dangerous  drugs.  No  controlled 
substance  can  be  exported  except  in 
compliance  with  specified  procedures 
which  vary  accordingly  to  the  schedule 
of  the  substance.  Registration  of 
importers  and  exporters  of  substances 
classified  in  schedule  I  or  II  would  be 
based  on  the  Attorney  General’s 
determination  that  this  would  be 
consistent  with  the  public  interest  and 
certain  treaty  obligations. 

Pending  Amendments 
None. 

Environmental  Protection  Agency 

Resource  Conservation  and  Recovery 
Act  of  1976 

(42  U.S.C.  6901-6987) 

Products  or  Financing  Arrangement 

Hazardous  wastes,  which  are  defined 
to  include  solids,  liquids,  and  sludges 
which  may  cause  or  significantly 
contribute  to  an  increase  in  serious 
irreversible  or  incapacitating  reversible, 
illness;  or  pose  a  substantial  present  or 
potential  hazard  to  human  health  on  the 
environment  when  improperly  treated, 
stored,  transported  or  disposed  of,  or 
otherwise  managed. 

(42  U.S.C.  6903(5)) 

Regulatory  Authority  for  Domestic  Use 

EPA  to  identify  hazardous  wastes, 
establish  standards  applicable  to 
generators  and  transporters  of  such 
waste  and  owners  and  operators  of 
hazardous  waste  treatment,  storage  and 
disposal  facilities.  Each  person  owning 
or  operating  a  hazardous  waste 
treatment,  storage  or  disposal  facility  is 
required  to  obtain  a  permit  from  EPA 
within  prescribed  time  periods.  EPA  is 
to  assist  states  in  the  development  of 
hazardous  waste  programs. 

(42  U.S.C.  6921-25,  6930) 

Regulatory  Authority  for  Exports 
None. 

Pending  Amendments 
None. 


Toxic  Substances  Control  Act 
(15  U.S.C.  2601) 

Products  or  Financing  Arrangement 
Chemical  substances  or  mixtures 
except  pesticides,  tobacco,  nuclear 
materials,  firearms,  etc. 

(15  U.S.C.  2602) 

Regulatory  Authority  for  Domestic  Use 

EPA  may  require  testing,  impose  pre¬ 
market  notice  requirements,  require 
labeling,  limit  or  prohibit  sale  if  tests 
show  a  reasonable  basis  to  conclude  an 
unreasonable  risk  of  injury  to  health  or 
the  environment,  or  obtain  a  court  order 
to  seize  a  substance  or  mixture  posing 
an  imminent  hazard. 

(15  U.S.C.  2603-2606) 

Regulatory  Authority  for  Exports 

Statute  does  not  apply  if  substance, 
mixture  or  article  is  manufactured  for 
export  and  is  labeled  as  such  except  as 
follows: 

1.  If  EPA  finds  the  substance,  mixture 
or  article  will  present  “an  unreasonable 
risk  of  injury  to  health  within  the  United 
States  or  to  the  environment  of  the 
United  States,”  it  may  control  export. 
Administrator  may  order  testing  to  make 
such  a  determination. 

2.  If  a  person  intends  to  export  a 
substance  which  has  been  subject  to 
certain  regulatory  actions,  such  person 
shall  notify  EPA  and  EPA  shall  furnish 
foreign  government  notice  of  the  rule, 
order,  action,  or  relief. 

(15  U.S.C.  2611) 

Pending  Amendments 
None. 

U,S.  Department  of  Agriculture  Food 
Safety  and  Quality  Service 

Federal  Meat  Inspection  Act 
(21  U.S.C.  601  et  seq.) 

Products  or  Financing  Arrangement 

Meat  or  meat  food  products  of  cattle, 
sheep,  swine,  goats,  horses,  mules  or 
other  equines. 

Regulatory  Authority  for  Domestic  Use 

Secretary  has  regulatory  authority 
with  respect  to  standards  of  identity, 
adulteration  and  misbranding. 

Regulatory  Authority  for  Exports 

Meat  or  meat  food  products  which  are 
not  allowed  to  enter  interstate  or  foreign 
commerce  may  not  be  exported. 
Provisions  in  regard  to  preservatives 
used  in  meat  food  products  shall  not 
apply  to  such  products  when  exported  if: 

(1)  they  are  prepared  or  packed 
according  to  specifications  or  directions 
of  the  foreign  purchasers;  and 


(2)  no  substance  used  therein  is  in 
conflict  with  the  laws  of  the  country  to 
which  the  products  are  to  be  exported. 

(21  U.S.C.  606) 

In  addition,  livestock  and  meat  or 
meat  food  products  derived  therefrom 
that  are  offered  for  export  must  undergo 
an  export  inspection  and  certification 
procedure. 

(21  U.S.C.  612-618) 

Pending  Amendments 
None. 

U.S.  Department  of  Agriculture  Food 
Safety  and  Quality  Service 

Poultry  Products  Inspection  Act 
(21  U.S.C.  451  et  seq.) 

Products  or  Financing  Arrangement 
Poultry  and  poultry  products. 
Regulatory  Authority  for  Domestic  Use 

Secretary  has  regulatory  authority 
with  respect  to  standards  of  identity, 
adulteration  and  misbranding. 

Regulatory  Authority  for  Exports 

Poultry  or  poultry  products  which  are 
not  allowed  to  enter  interstate  or  foreign 
commerce  may  not  be  exported. 

Pending  Amendments 
None. 

Esther  Peterson, 

Special  Assistant  to  the  President  for 
Consumer  Affairs,  Chair,  Interagency 
Working  Group  on  Hazardous  Substances 
Export  Policy.  — 

The  White  House 
January  15, 1981. 
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